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Sub- Chapter 1
Organi zati onal Rul es

24.174.101 BOARD ORGANI ZATI ON (1) The board of
pharmacy hereby adopts and incorporates the organizational
rules of the departnent of |abor and industry as listed in
chapter 1 of this title. (H story: 37-7-201, MCA; 1MP,
2-4-201, MCA; Eff. 12/31/72; TRANS, from Dept. of Prof. &
Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

Sub- Chapter 2
Procedural Rul es

24.174.201 PROCEDURAL RULES (1) The board of pharmacy
hereby adopts and incorporates the procedural rules of the
departnment of |abor and industry as listed in chapter 2 of
this title. (Hi story: 37-7-201, MCA; |IMP, 2-4-201, MCA; Eff.
12/31/72; AMD, Eff. 11/4/76; TRANS, from Dept. of Prof &
Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174.202 PUBLI C PARTI CI PATION RULES (1) The board of
phar macy hereby adopts and incorporates by this reference the
public participation rules of the departnment of commerce as
listed in chapter 2 of this title. (H story: 37-7-201, MCA
IMP, 2-3-103, MCA; Eff. 12/31/72; AND, Eff. 11/4/76; TRANS
from Dept. of Prof & COccup. Lic., Ch. 274, L. 1981, Eff.
7/ 1/ 81; TRANS, from Commerce, 2002 MAR p. 904.)

Sub- Chapter 3
Definitions

24.174.301 DEFINITIONS In addition to the terns defined
in 37-7-101, MCA, the following definitions apply to the rules
in this chapter

(1) "Bi ol ogi cal safety cabinet"” nmeans a contained
unit suitable for the preparation of lowto noderate risk
agents and where there is a need for protection of the
product, personnel and environnment according to national
sanitation foundation standard 49.

(2) "Class 100 environnent” nmeans an atnospheric
envi ronment which contains fewer than 100 particles 0.5
m crons in dianeter per cubic foot of air, according to
federal standard 209E.

(3) "Clean room nmeans a room in which the
concentration of airborne particles is controlled.
(4) "Cytotoxic" neans a pharmaceutical agent

capable of killing living cells.



(5) "Deliver" or "delivery" nmeans the actual,
constructive or attenpted transfer of a drug or device from
one person to another, whether or not for a consideration.

(6) "Device" is defined in 37-2-101, MCA and is
requi red under federal law to bear the | abel "Caution: Federal
| aw requires dispensing by or on the order of a physician" or
"Rx only."

(7) "Drug order"” nmeans a witten or electronic order
i ssued by an authorized practitioner, or a verbal order
pronptly reduced to witing, for the conmpoundi ng and
di spensing of a drug or device to be adm nistered to patients
within the facility.

(8) "Drug roont neans a secure, |ockable tenperature-
controlled location within a facility that does not have an
institutional pharmacy and which contains drugs and devices
for admnistration to patients within the facility pursuant to
a valid drug order

(9) "El ectronic signature” neans a confidenti al
personal i zed method of affixing a signature to an electronic
docunent that will guarantee the identity of the prescriber.

(10) "Enmergency drug cart" or "crash cart" neans a
secure | ockable cart containing drugs and devices necessary to
neet the immediate therapeutic needs of inpatients or

outpatients and which cannot be obtained from any other
aut horized source in sufficient tine to prevent risk or harm
or death to patients.

(11) "Emergency kits" are sealed kits containing those
drugs which nmay be required to neet the inmredi ate therapeutic
needs of patients within an institution not having an in-house
pharmacy, and whi ch woul d not be avail able from any ot her
aut hori zed source in sufficient tine to prevent risk or harm
or death to patients.

(12) "Facility" nmeans an outpatient center for surgical
services, a hospital and/or long termcare facility, or a honme
infusion facility.

(13) "Floor stock"” means prescription drugs not |abeled
for a specific patient which are nmaintained at a nursing
station or other hospital departnent other than the pharnmacy,
and which are adm nistered to patients within the facility

pursuant to a valid drug order. Fl oor stock shall be
mai ntai ned in a secure manner pursuant to witten policies and
procedures, which shall include but not be I|imted to

aut omat ed di spensi ng devi ces.

(14) "Formulary"” nmeans a current conpil ation of
phar maceuti cal s authorized for use within the institution by
representatives of the nedical staff and pharmacy departnent.

(15) "Honme infusion facility" means a facility where
parenteral solutions are conpounded and distributed to
out patients for hone infusion pursuant to a valid prescription
or drug order.

(16) "Institutional pharmacy” nmeans that physical
portion of an institutional facility where drugs, devices and
other material used in the diagnosis and treatnent of injury,
ill ness, and di sease are dispensed, conpounded and distributed



to other health care professionals for admnistration to
patients within or outside the facility, and pharnmaceuti cal
care i s provided.

(17) "Labeling" neans the process of preparing and
affixing a | abel to any drug contai ner exclusive, however, of
the | abeling by a manufacturer, packer or distributor of a
non- prescription drug or comercially packaged | egend drug or
device. Any such |abel shall include all information required
by federal and Montana | aw or rule.

(18) "Long term care facility" has the sanme neaning as
provided in 50-5-101, MCA, and neans a facility or part of a
facility that provides skilled nursing care, residential care,
intermediate nursing care, or internediate developnenta
disability care to a total of two or nore individuals or that
provi des personal care.

(19) "Night cabinet” means a secure |ocked cabinet or
ot her enclosure | ocated outside the pharmacy, containing drugs
whi ch authorized personnel may access in the absence of a
phar maci st .

(20) "Non- prescription drug” nmeans a drug which
may be sold without a prescription and which is |abeled for
consuner use in accordance with the requirenents of the |aws
and rul es of Montana and the federal governnent.

(21) "Parenteral” neans a sterile preparation of
drugs for injection through one or nore |ayers of skin.

(22) "Phar maci st-i n-charge" neans a pharnmaci st
Iicensed in Montana who accepts responsibility for the
operation of a pharmacy in conformance with all laws and rul es
pertinent to the practice of pharmacy and who is personally in
full and actual charge of such pharmacy.

(23) "Provisional pharmacy" neans a pharnmacy |icensed by
t he Montana board of pharmacy and includes but is not |limted
to federally qualified health centers as defined in 42 CFR
405. 2401, wher e prescription dr ugs are dispensed to
appropriately screened, qualified patients.

(24) "Qualified patients” means patients who are
uninsured, indigent or have insufficient funds to obtain
needed prescription drugs.

(25) "Security" or "secure systenf neans a system to
mai ntain the confidentiality and integrity of patient records
whi ch are being sent electronically.

(26) "Sterile pharmaceutical” nmeans any dosage form
contai ning no viable mcroorganisns, including but not [imted
to parenterals and ophthal mcs. (Hi story: 37-7-201, MCA
LwP, 37-7-102, 37-7-201, 37-7-301, 37-7-406, MCA, Eff. 6/9/61;
AMD, Eff. 2/27/72; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS,
from Dept. of Prof. & Cccup. Lic., Ch. 274, L. 1981, Eff.
7/1/81; AMD, 1993 MAR p. 293, Eff. 2/26/93; AMD, 1998 MAR p.
3103, Eff. 11/20/98; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS,
from Commerce, 2002 MAR p. 904; AMD, 2002 MAR p. 3605, Eff.
12/ 27/ 02.)

24.174.302 HOSPI TAL/ HEALTH CARE FACILITY DEFINITIONS (IS
HEREBY REPEALED) (H story: 37-7-201, MCA, |IMP, 37-7-321,




MCA; NEW Eff. 3/21/71; ANVMD, Eff. 8/4/76; AND, Eff. 1/3/77;
AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept. of Prof.
& Cccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 2000 MAR p.
460, Eff. 2/11/00; AMD, 2001 MAR p. 783, Eff. 5/11/01; TRANS
from Commerce, 2002 MAR p. 904; REP, 2002 MAR p. 3605, Eff.
12/ 27/ 02.)

24.174. 303 | NTERNSHI P~ PROGRAM  DEFI NI TI ONS (1)
"Approved progrant neans that tinme credited toward the
training period which begins from the date of intern

registration and continues under the requirenents of the
approved program

(2) "Approved training area" nmneans a place for
instructing an intern for |icensure subject to requirenents of
t he board.

(3) "Conputed tinme" neans that tinme credited toward the
training period which begins fromthe date of intern
regi stration and continues under the requirenents of the
approved program

(4) "Intern" nmeans a qualified [under ARM 24.174.602(8)]
pharmacy student, or a graduate from an accredited school of
pharmacy, and registered in an approved program of supervised
trai ni ng.

(5) "Intern certificate of registration" neans that
certificate furnished by the board upon approval of the intern
application form received fromthe intern applicant.

(6) "Internship period" neans 1500 hours of practical
experience in an approved pharmacy, hospital or other
facility. The intern nust acquire a mninmum of 20 hours
experi ence per cal endar week and may acquire a maxi num of 48
hours experi ence per cal endar week. However, the student may
acquire up to 1000 hours concurrently with school attendance
i n approved courses, externships and clerkships, or
denonstration projects in the B.S. programand up to 1500
hours concurrently with school attendance in approved courses,
externshi ps and cl erkshi ps, or denonstration projects in the
Pharm D. program

(7) "Preceptor” neans a pharmacist or other approved
i ndi vidual who neets those requirenents for the supervision
and training of an intern.

(8 "Reporting period®™ nmeans at the conpletion of
internship or externship experience in a given site or after
500 hours, whichever cones first, or at the conpletion of the
cl erkshi p experience.

(9) "Supervision" mneans that all drug distribution or
di spensing activities shall be performed by the intern under
the direction of a registered pharmacist and that the
preceptor shall have overall responsibility for the required
training of the intern. (History: 37-7-201, MCA, 1MW
37-7-201, MCA;, NEW Eff. 5/20/72; AMD, 1977 MAR p. 106, Eff.
9/ 23/ 77; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept.
of Prof. & Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81;, AM
1983 MAR p. 344, Eff. 4/29/83; AWMD, 1997 MAR p. 163, Eff.




11/18/97; AMD, 2001 MAR p. 783, Eff. 5/11/01; AMD, 2002 MAR p.
178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR p. 904.)

Sub- Chapter 4

Gener al Provi sions

24.174. 401 FEE SCHEDULE
(1) Application for licensure transfer $250
(2) Oiginal registration for pharmaci st 60
(3) Phar maci st annual renewal fee 55
(4) Phar maci st | ate renewal 110
(5) Certified pharmacy original certification

(i ncludes original, change in |ocation and change in

owner shi p) 200
(6) Certified pharmacy annual renewal fee 100
(7) Certified pharmacy | ate renewal fee 200
(8) Class IV facility, certified pharmacy

i cense, (original and renewal) 75
(9) Intern registration 40
(10) NAPLEX exam nation fee (paid directly to

exam servi ce) 360
(11) NAPLEX exam nation processing fee (paid

to board) 25

(12) Milti-state pharmacy jurisprudence
exam nation (MPJE) exam fee (NABP - $130; board - $15) 145

(13) Utilization plan approval fee 150
(14) Annual utilization plan renewal fee 75
(15) Pharmacy technician and technician-in-

training registration fee 40
(16) Pharmacy technician renewal fee 25
(17) \Whol esale drug distributor |icense 150
(18) Annual whol esal e drug distributor renewal 75

(19) \VWholesale drug distributor |ate renewal fee 150
(20) CQut-of-state mail service pharmacy/

tel epharmacy initial |icense 200
(21) CQut-of-state mail service pharmacy/

t el ephar macy renewal 100
(22) Copies of docunents 15
(23) Certification of grades/transfer of

i nternship hours 10

(H story: 37-1-134, 37-7-201, MCA;, |MP, 37-1-134, 37-7-201,
37-7-302, 37-7-303, 37-7-321, 37-7-703, MCA, NEW 1980 MAR p.
126, Eff. 1/18/80; AMD, 1980 MAR p. 1279, Eff. 4/25/80; AM
1981 MAR p. 625, Eff. 6/26/81; TRANS, from Dept. of Prof. &
OCccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1983 MAR p.
344, Eff. 4/29/83; AMD, 1984 MAR p. 1567, Eff. 10/26/84; 1987
MAR p. 478, Eff. 5/1/87;, AMD, 1988 MAR p. 271, Eff. 2/12/88;
AMD, 1992 MAR p. 1608, Eff. 7/31/92; AMD, 1992 MAR p. 1754,
Eff. 8/14/92; AMD, 1994 MAR p. 571, Eff. 3/18/94; AMD, 1995
MAR p. 2689, Eff. 12/8/95, AMD, 1997 MAR p. 2060, Eff.
11/18/97; AMD, 1998 MAR p. 3103, Eff. 11/20/98; RESCIND, (C -

75), 1998 MAR p. 3200, Eff. 12/4/98; AMD, 1999 MAR p. 1124,




Eff. 5/21/99; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174.402 DANGEROUS DRUG FEE SCHEDULE (1) The fees to
be assessed for registration to manufacture, distribute,
di spense, conduct research, or analyze, a dangerous drug shal
be assessed according to the foll ow ng schedul e:

REG STRATI ON ANNUAL FEE
(a) nmanufacture $100
(b) distribute 100
(c) dispense - pharnacies 35
(d) conduct research/analyze 50

(H story: 37-1-134, 37-7-201, 50-32-103, MCA, 1 MP, 37-1-134,
37-7-201, 37-7-303, 37-7-321, 50-32-103, MCA;, NEW Eff.
8/4/74; ANVD, Eff. 2/4/75;, AMD, Eff. 12/5/75; AMD, 1980 MAR p
126, Eff. 1/18/80; TRANS, from Dept. of Prof. & Cccup. Lic.,
Ch. 274, L. 1981, Ef. 7/1/81; AMD, 1983 MAR p. 344, Eff
4/ 29/ 83; AMD, 1987 MAR p. 478, Eff. 5/1/87; AMD, 1998 MAR p.
3103, Eff. 11/20/98; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.403 CHANGE | N ADDRESS ANDY OR EMPLOYMENT (1) Al

I icensees nmust notify the board within 10 days of any change
in location of their enploynent, together with the change of
address. (H story: 37-7-201, MCA; IMP, 37-7-303, MCA, NEW
Eff. 3/21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from
Dept. of Prof. & Occup. Lic., Ch. 274, L. 1981, Eff. 7/1/81;
AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from Comrerce, 2002
MAR p. 904.)

Rul es 24.174. 404 through 24.174.410 reserved

24.174.411 PHARVACI ST MEAL/ REST BREAKS (1) In any
pharmacy staffed by a single pharmacist, the pharmacist shall
take a neal/rest break for a period of up to 30 m nutes per
shift wthout closing the pharnmacy and renoving support
personnel, provided the pharmacist reasonably believes that

the security of prescription drugs will be maintained in the
phar maci st’ s absence.
(2) The time of the neal/rest break will be

conspi cuously posted in clear view of patients approaching the
prescription area.
(3) In the pharmacist’s absence a sign indicating that

no pharmacist is on duty wll be conspicuously displayed in
clear view of patients approaching the prescription area.
(4) The pharmacist will remain on the premses if the

prescription area is to remain open, and be available for
ener genci es.

(5) Wen authorized by the pharmacist, only registered
technicians directly involved in the process of filling
prescriptions may remain in the prescription departnent to
perform non-discretionary duties as delineated by the
phar maci st .



(6) Upon returning, the pharmaci st shall review any work
performed in the pharmaci st’s absence.

(7) In the pharmacist’s absence there nmy be no
di spensing of new prescriptions that the pharmacist has
checked and that are waiting to be picked up, nor may
counsel i ng be provided.

(8 At the discretion of the pharmacist, previously
checked nedication refills may be handed to patients or their
agents by registered technicians in the pharmacist’s absence,
and the technicians nust offer the patient counseling by the
phar maci st . If the patient desires counseling, the patient
may wait for the pharmacist to return or may | eave a tel ephone
nunber for the pharmacist to call upon return.

(9) Tel ephoned new prescriptions nust not be accepted by
support personnel in the pharmacist’s absence.

(10) New hardcopy prescriptions my be accepted and
processed by registered technicians in the pharmacist’s
absence. These prescriptions nmay not be dispensed until the
phar maci st has perfornmed prospective drug review and conpl eted
the final check

(11) If two or nore pharmacists are on duty, the
pharmaci sts  shal | st agger their breaks so that t he
prescription departnment is not left wthout a pharmacist on
duty.

(12) The pharmacist-in-charge shall develop witten
policies and procedures for operation of the prescription
departnment in the tenporary absence of the pharnacist.
(H story: 37-7-201, MCA; | MP, 37-7-201, MCA; NEW 2002 MAR p
3605, Eff. 12/27/02.)

Sub- Chapter 5

Li censi ng

24.174.501 EXAM NATION FOR LICENSURE AS A REQ STERED
PHARVACI ST (1) The board has selected the nationa
associ ation of boards of pharmacy (NABP) |icensure exam nation
(NAPLEX) to be admnistered to candidates for |icensure in
Mont ana. The exam nation shall be prepared to neasure the
conpetence of the applicant to engage in the practice of
phar macy. A score of 75 shall be a passing score for this

exam nati on. A candidate who does not attain this score may
retake the exam nation after a 90-day waiting period from the
date of the exam

(2) In addition the NABP shall admnister a nulti-state
pharmacy jurisprudence exam nation (MPJE). Thi s exam nation
shall be prepared to neasure the conpetence of the applicant
regarding the statutes and rules governing the practice of
phar macy. A score of not less than 75 shall be a passing
score for this exam nation. A candi date who does not attain
this score may retake the exam nation after a 30-day waiting
period fromthe date of the exam

(3) A successful interview before the board of pharnmacy
or its designee, the test of English as a foreign |anguage,



test of spoken English and the foreign pharmacy graduate
equi val ency exam provided by the national association of
boards of pharmacy wll be required for pharmacy graduates
fromoutside the 50 states, the District of Colunbia or Puerto
Rico, who seek certification of educational equivalency in
order to sit for the North Anmerican pharmacist |icensure
exam nati on. A scaled score of 75 or greater will be the
passing score for this exam nation. A candi date who does not
attain this score may retake the examnation after a 91 day
wai ting period. (Hi story: 37-7-201, MCA;, I MP, 37-7-201, 37-
7-302, MCA;, NEW Eff. 11/25/77; TRANS, from Dept. of Prof. &
Cccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1983 MAR p.
344, Eff. 4/29/83; AMD, 1986 MAR p. 945, Eff. 5/30/86; AM
2002 MAR p. 178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR
p. 904; AMD, 2002 MAR p. 3605, Eff. 12/27/02.)

24.174.502 TRANSFER OF LI CENSE FROM ANOTHER STATE

(1) Applicants seeking a |license on the basis of having
been exam ned and then issued a |license by another state shal
submt the following information to the board:

(a) NABP transfer of |icensure application;

(b) proof of passing exam nation score on the NABPLEX
exam nati on

(c) wverification of current licensure in good standing
fromall other states where |icensed; and

(d) appropriate fees.

(2) In addition to the above, the applicant wll be
required to pass the MPJE, to neasure the conpetence of the
applicant regarding the statutes and rules governing the
practice of pharmacy. A score of not less than 75 shall be a
passi ng score for this exam nation.

(3) The applicant has one year fromthe date of the NABP
application in which to conplete the |icensure process. An
applicant who does not obtain a license in one year will be
required to file a new application and pay the appropriate
fees. (History: 37-7-201, MCA; 1 MP, 37-1-304, MCA; NEW 1998
MAR p. 3103, Eff. 11/20/98; AMD, 2002 MAR p. 178, Eff. 2/1/02;
TRANS, from Commerce, 2002 MAR p. 904.)

24.174.503 ADM NI STRATI ON OF VACCI NES BY PHARMACI STS

(1) A pharmacist may adm nister vaccines to persons 18
years of age or older provided that:

(a) the pharnaci st has successfully conpleted an
accredited course of training provided by the centers for
di sease control (CDC), the American council on pharnmaceutica
education or other authority approved by the board;

(b) the pharmaci st holds a current basic cardi opul nonary
resuscitation certification issued by the American heart
association, the Anmerican red cross or other recognized
provi der;

(c) the vaccines are admnistered in accordance with an
establ i shed protocol that includes energency neasures; and

(d) the pharmacist has a current copy of the centers for
di sease control reference "Epidem ology and Prevention of




Vacci ne- Prevent abl e D seases”.

(2) The pharmacist nust give the appropriate vaccine
information statement to the patient or the patient's |egal
representative with each dose of vaccine covered by these
fornms and counsel the patient accordingly.

(3) The pharmacist nmust nmaintain witten policies and
procedures for disposal of used or contam nated suppli es.

(4) The pharmaci st nmust report any adverse events to the
primary care provider identified by the patient and to the
CDC.

(5) A pharnmaci st adm nistering any vaccine shall
maintain the followng information in the patient's nedica
records for a period of at |east three years:

(a) the nane, address, allergies and date of birth of

t he patient;
(b) the date of admi nistration
(c) the nane, manuf act ur er, dose, ot nunber and

expiration date of the vaccine;

(d) the vaccine information statenment provided;

(e) the site and route of adm nistration;

(f) the nanme and address of the patient's primary health
care provider

(g) the date on which the vaccination information was
reported to the patient's primary health care provider under
the provisions of the national vaccine injury conpensation
program

(h) the nane of the adm nistering pharmacist; and

(i) any adverse events encountered.

(6) The authority of a pharmacist to admnister
i mruni zati ons may not be del egat ed.

(7) The pharmaci st nust provide a certified true copy of
the certificate to the board for endorsenent on their pharmacy
license. (Hi story: 37-7-101, 37-7-201, MCA; 1MP, 37-7-101,

37-7-201, MCA;, NEW 2002 MAR p. 794, Eff. 2/1/02.)
Rul es 24.174.504 through 24.174.509 reserved

24.174.510 PRESCRI PTI ON REQUI REMENTS (1) Prescriptions
[or drug orders] shall include, but not be limted to:

(a) date of issuance;

(b) nane and address of patient [or patient location if
an institution];

(c) nane and address of prescriber [if not a staff
physi cian of institution];

(d) DEA nunber of prescriber in the case of controlled
subst ances;

(e) nane, strength, dosage form and quantity [or stop
date, and route of adm nistration] of drug prescribed;

(f) refills authorized;

(g) directions of use for patient.
(Not e: Information presented in brackets [] represents
institutional pharmacy requirenents.) (H story: 37-7-201,
MCA, 1 MP, 37-7-201, MCA;, NEW 1985 MAR p. 1017, Eff. 7/26/85;

TRANS, om Conmerce, 2002 MAR p. 904.)




24.174.511 LABELI NG FOR PRESCRI PTI ONS (1) On
prescription drugs, the |abel shall contain the nane, address
and phone nunber of the dispenser, nane of prescriber, nanme of
patient, nanme and strength of the drug, directions for use and
date of filling.

(2) The prescription |abel nust be securely attached to
the outside of the container in which the prescription is
di spensed. (History: 37-7-201, MCA; 1 WMP, 37-7-201, MCA; NEW
Eff. 7/19/68; AMD, 1978 MAR p. 393, Eff. 3/25/78; AMD, 1980
MAR p. 126, Eff. 1/18/80 TRANS, from Dept. of Prof. & Qccup.
Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 2001 MAR p. 783,
Eff. 5/11/01,; TRANS, fron1Cbnnerce 2002 MAR p. 904.)

24.174.512 RECORDS OF DI SPENSI NG (1) Records of
di spensing for original and refill prescriptions are to be
made and kept by pharmacies for at least two years and shall
i nclude, but not be limted to:

(a) quantity dispensed, if different;

(b) date of dispensing;

(c) serial nunber [or equivalent if an institution];

(d) the identification of the pharmacist responsible for
di spensi ng;

(e) docunentation of satisfaction of state requirenents
for drug product sel ection;

(f) records of refills to date.
(Not e: Information presented in brackets [] represents
institutional pharmacy requirenents.) (H story: 37-7-201,
MCA; 1 MP, 37-7-201, MCA; NEW 1985 MAR p. 1017, Eff. 7/26/85;
TRANS, from Commerce, 2002 MAR p. 904.)

24.174.513 COPY OF PRESCRI PTI ON (1) A pharmaci st
giving a copy of a prescription, nust issue the same on a
prescription blank showng the nanme and address of the
phar macy. It nust be an accurate and correct copy and have
the original nunber and date of the prescription on it.

(2) It shall be wunlawful for any pharmacist or other
person to fill a prescription for a legend from a pharmacy-
produced copy. (Hi story: 37-7-201, MCA, |IMP, 37-7-101, MCA
NEW Eff. 6/7/66; AVD, 1980 MAR p. 126, Eff. 1/18/80; TRANS
from Dept. of Prof. & Cccup. Lic. Ch. 274, L. 1981 Eff.
7/ 1/81; AMD, 2002 MAR p. 178, Eff. 2/ 1/ 02; TRANS, from
Cbnnerce 2002 MAR p. 904.)

24.174.514 TRANSFER OF PRESCRIPTIONS (1) The transfer
of original prescription information for the purpose of refil
di spensing is perm ssible between pharmacies subject to the
foll owi ng requirenents:

(a) The transfer is conmunicated directly between two
| i censed pharmaci sts and the transferring pharmaci st records

follow ng information:
(1) wite the wrd 'VOD on the face of the
i nval i dated prescription,

e
t he



(ti) record on the reverse of the invalidated
prescription the nanme and address of the pharmacy to which it
was transferred and the nane of the pharmaci st receiving the
prescription information,

(tii) record the date of the transfer and the name of the
pharmaci st transferring the information.

(b) The phar maci st recei ving t he transferred
prescription information shall reduce to witing the
f ol | owi ng:

(1) wite the word 'TRANSFER on the face of the
transferred prescription,

(iit) provide all information required to be on a
prescription pursuant to state and federal laws and
regul ati ons and i ncl ude:

(A date of issuance of original prescription,

(B) original nunmber of refills authorized on origina
prescription,

(O date of original dispensing,

(D) nunber of valid refills remaining and date of | ast
refill,

(E) pharmacy's nane, address and original prescription
nunber from which the prescription information was
transferred,

(F) nanme of transferor pharnmacist.

(2) The transfer of original prescription information

for a controlled (dangerous) substance listed in Schedul es
11, 1V or V for the purpose of refill dispensing is
perm ssi bl e between pharnmacies on a one tinme basis only, by
followi ng the procedures |listed above. |In addition to:

(a) the transferring pharmacist record on the reverse of
the invalidated prescription the DEA registration nunber of
t he pharmacy to which it was transferred, and

(b) the phar maci st recei ving t he transferred
prescription record the DEA registration nunber of the
pharmacy from which the prescription information was
transferred.

(3) Pharmaci es accessing a common electronic file or

dat abase used to maintain required dispensing information are
not required to transfer prescription drug orders or
information for di spensing purposes between or anong
pharmaci es participating in the comon prescription file,
provi ded, however, that any such comon file shall contain
conplete records of each prescription drug order and refill
di spensed, and further, that a hard copy record of each
prescription drug order transferred or accessed for purposes
of refilling shall be generated and mai ntai ned at the pharnmacy
refilling the prescription drug order or to which the
prescription drug order is transferred.

(a) Any pharmacy which establishes an electronic file
for prescription records, which is shared wth or accessible
to other pharmacies, shall post in a place conspicuous to and
readily readable by prescription drug consuners a notice in
substantially the follow ng form

"NOTI CE TO CONSUMERS



This pharmacy nmaintains its prescription information in
an electronic file which is shared by or accessible to the
foll owi ng pharmacies: (list nanes of all pharmaci es which
share the prescription information).

By offering this service, your prescriptions may al so be
refilled at the above locations. |If for any reason you do not
want your prescriptions to be maintained this way, please
notify the pharnmaci st-in-charge.”

(b) \Whenever a consuner objects to their prescription
records being made accessible to other pharmacies through the
use of electronic prescription files, it is the duty of the
pharmacy to assure that the consuner's records are not shared
wi th or nmade accessible to anot her pharnmacy except as provided
in (1), (2) and (4) of this rule. The pharnmacist to whomthe
consuner comuni cated the objection shall ask the consumer to
sign a formwhich reads substantially as follows: "I hereby
notify (name of pharmacy) that nmy prescription drug records
may not be made accessible to other pharnmacies through a
common or shared electronic file." The pharmaci st shall date
and co-sign the formand shall deliver a copy thereof to the
patient. The original shall be maintained by the pharmacy for
three years fromthe date of the last filling or refilling of
any prescription in the name of the consuner.

(4) In an energency, a pharmacy may transfer original
prescription drug order information for a non-controlled
substance to a second pharmacy for the purpose of dispensing
up to seven days supply wthout voiding the origina
prescription drug order.

(5) Both the original and transferred prescription mnust
be maintained for a period of at |east two years fromthe date
of last refill.

(6) Pharmacies utilizing automated data processing
systems nust satisfy all information requirenents of the
manual node for all prescription transferral and be certain
that their system can void the original prescription once it
is transferred, yet mintain the information on file.
(H story: 37-7-201, MCA, I MP, 37-7-201, MCA;, NEW 1985 MAR p.
1017, Eff. 7/26/85; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS,
from Commerce, 2002 MAR p. 904.)

Rul es 24.174.515 through 24.174.519 reserved

24.174.520 PRESCRI PTION REQUIRED FOR SCHEDULE V (1)
Al'l products which are presently defined as exenpt narcotics
(Schedule V) of the Conprehensive Controlled Substances Act,
Public Law (91-513) shall require a prescription fromone wth
the authority to prescribe. (Hi story: 37-7-201, MCA; | M,
37-7-102, 37-7-201, MCA;, NEW Eff. 9/16/71; TRANS, from Dept.
of Prof. & QOccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; TRANS
from Commerce, 2002 MAR p. 904.)

24.174.521 RETURNED PRESCRI PTI ON (1) In the best
interest, safety and protection of public health and to the
pharmacy, no pharmacist shall place in stock for reuse or




resale the contents of any prescription, which has been
returned after |eaving the pharnmacy. (Hi story: 37-7-201,
MCA, | MP, 37-7-201, MCA;, NEW Eff. 6/12/57; TRANS, from Dept.

of Prof. & QOccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; TRANS
from Commerce, 2002 MAR p. 904.)

24.174.522 ALTERNATE DELIVERY OF PRESCRI PTI ONS (1)
Under the provisions of 37-7-301, MCA, it shall be deened a
violation of the pharmacy law for any person or corporation
hol ding a pharmacy license to participate in any arrangenent
or agreenent whereby prescriptions may be left at, picked up
from accepted by or delivered to any store, shop or any other
establishment not licensed by the board as a "certified
phar macy" .

(a) Nothing in this rule shall prohibit a licensed
pharmacy from picking up prescriptions or delivering
prescriptions at the office or home of the prescriber, and at
t he residence of the patient or at the hospital in which a
patient is confined, by means of an enpl oyee or a common
carrier.

(b) Nothing in this rule shall prohibit a registered
pharmaci st frominstalling an appropriate secure device as an
alternate delivery system when the pharmacy is closed. The
system and counseling nethods nust have the prior approval of
the board or its designee. (Hi story: 37-7-201, MCA;, 1MP,
37-7-301, MCA; NEW Eff. 9/24/61; TRANS, from Dept. of Prof. &
Cccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 2002 MAR p.
178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.523 TRANSM SSION OF PRESCRIPTIONS BY ELECTRON C
MEANS (1) A pharmacist may di spense directly any | egend drug
which requires a prescription to dispense (except as provided
in (2) and (3) below for Schedule II, IIl, IV and V controlled
substances), only pursuant to either a witten prescription
signed by a practitioner or a prescription transmtted by the
practitioner or the practitioner's agent to the pharmacy by
el ectronic nmeans or pursuant to an oral prescription nade by
an individual practitioner and pronptly reduced to hard copy

by the pharnmacist containing all information required. The
prescription shall be mnmaintained in accordance wth ARM
24.174.512.

(2) A pharmacist may dispense directly a controlled
substance in Schedule 11, which is a prescription drug as

determ ned by the Federal Food, Drug and Cosnetic Act, only
pursuant to a witten prescription signed by the practitioner.
A prescription for a Schedule Il controlled substance may be
transmtted by the practitioner or the practitioner's agent to
a pharmacy by electronic neans, provided the original witten,
signed prescription is presented to the pharmacist for review
prior to the actual dispensing of the controlled substance.
The original prescription shall be nmaintained in accordance
with ARM 24.174.512.
(a) A signed prescription for a Schedule Il narcotic

substance to be conpounded for the direct admnistration to a



patient by parenteral, intravenous, intranuscul ar,

subcut aneous or intraspinal infusion may be transmtted by the
practitioner or the practitioner's agent to the hone infusion
pharmacy by el ectronic neans. The electronic transm ssion
serves as the original witten prescription for the purpose of
this rule and it shall be maintained in accordance with ARM
24.174.512.

(b) A signed prescription for a Schedule Il substance
for a resident of a long termcare facility may be transmtted
by the practitioner or the practitioner's agent to the
di spensing pharmacy by electronic neans. The electronic
transm ssion serves as the original witten prescription for
purposes of this rule and it shall be maintained in accordance
with ARM 24.174.512.

(3) A pharmacist may dispense directly a controlled

substance listed in Schedule I11l, IV or V which is a
prescription drug as determ ned under the Federal Food, Drug
and Cosnetic Act, only pursuant to either a witten

prescription signed by a practitioner or a copy of a witten,
signed prescription transmtted by the practitioner or the
practitioner's agent to the pharnmacy by electronic neans or
pursuant to an oral prescription nmade by an individual
practitioner and pronptly reduced to hard copy by the

phar maci st containing all i nformation required. The
prescription shall be nmaintained in accordance wth ARM
24.174.512.

(4) Prescriptions my be transmtted electronically
directly from an authorized prescriber or his/her authorized
agent to the pharmacy of the patient's choice wthout
intervention by a third party, providing the follow ng
requirenents are net:

(a) Both prescriber and pharmacist nust have a secure
(encrypted or encoded) system for electronic transm ssion from
conputer to conputer;

(b) The receiving electronic device shall be |ocated
within the pharmacy departnent to ensure security and
confidentiality;

(c) An electronically transmtted prescription shal
contain all information required by state and federal |aw,
including the date and tinme of transm ssion, the prescriber's
t el ephone nunber for verbal confirmation and the nane of the
prescriber's agent transmtting the order, if other than the
prescri ber;

(d) The prescriber's electronic signature or other
secure (encrypted or encoded) nethod of validation shall be
provided with the electronically transmtted order. Faxed
prescription orders shall contain the identifying nunber of
t he sendi ng fax machi ne;

(e) A printed, non-fading copy of an electronically
transcribed prescription will be mintained in the pharmacy
for a period of two years;

(f) The prescription shall be marked "electronically
transmtted prescription” or be otherw se identified for easy
retrieval



(g) The electronic transm ssion shall maintain patient
confidentiality;

(h) An electronically transmtted prescription shall be
transmtted only to the pharmacy of the patient's choice; and

(i) The pharmacist 1is responsible for assuring the
validity of the electronically transmtted prescription.

(5) Two or nore pharmacies sharing common el ectronic
files to maintain dispensing information are not required to
transfer prescription information between these pharnaci es,
providing all common electronic files maintain conplete and
accurate records of each prescription and refill dispensed,
and the total nunmber of refills authorized is not exceeded.

(a) Any pharmacy sharing a comon electronic file for
prescription records shall post the following notice in
readily readable form in a conspicuous place wthin the
phar macy:

"This pharmacy maintains its prescription information in a
secure electronic file that is shared by the follow ng
phar maci es: (list names of pharmacies which share the
prescription information). If refills are authorized, your
prescriptions may be refilled at any of the above |ocations.
I f you do not want your prescriptions to be maintained in this
way, please notify the pharmacist at the time of filling."

(b) Pharnacies sharing common electronic files wll
have policies and procedures in place for handling these
exceptions. (H story: 37-7-201, 50-32-103, MCA; [ M,
37-7-102, 37-7-201, 50-32-208, MCA; NEW 1995 MAR p. 2689,
Eff. 12/8/95; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174. 524 CO.LABORATI VE PRACTI CE AGREEMENT REQUI REMENTS

(1) Prior to initially engaging in collaborative
practice, a pharmaci st nust provide the board with an executed
witten and electronic copy of the collaborative practice
agr eenent .

(2) The coll aborative practice agreenent nust include:

(a) the identification and signature of individua
practitioner(s) authorized to prescribe drugs and responsible
for the del egation of drug therapy managenent;

(b) the identification and signature of individua
pharmaci st (s) authorized to dispense drugs and engage in drug
t her apy managenent;

(c) the types of drug therapy nanagenent decisions that
t he pharmacist is allowed to make which may i ncl ude:

(i) a specific description of the types of diseases and
drugs involved, and the type of drug therapy nmanagenent
allowed in each case; and

(ii) a specific description of the procedures and
nmet hods, decision criteria and plan the pharmacist is to
foll ow.

(d) a detailed description of the procedures and patient
activities the pharmacist is to follow in the course of the
protocol, including the nethod for docunenting decisions nade
and a plan or nmechanism for communication, feedback and




reporting to the practitioner concerning specific decisions
made. Docunentation shall be recorded wthin 24 hours
foll owi ng each intervention and may be recorded on the patient
nmedi cation record, patient nedical chart, or a separate |og
book. Docunentati on of drug therapy managenent mnust be kept
as part of the patient's permanent record and shall be
consi dered confidential information;

(e) a nethod by which adverse events shall be reported
to the practitioner;

(f) a method for the practitioner to nonitor clinica
out cones and i ntercede when necessary;

(g) a provision that allows the practitioner to override
prot ocol agreenents when necessary;

(h) a provision that allows either party to cancel the
agreenent by witten notification;

(1) the effective date of the protocol. The duration of
each protocol shall not exceed one year;

(j) the annual date by which review, renewal and
revision, if necessary, will be acconplished;

(k) the addresses where records of col | aborative
practice are maintained; and

(I') the process for obtaining the patient's witten
consent to the collaborative practice agreenent.

(3) Patient records shall be maintained by the
pharmaci st for a mninmum of seven years and nmay be maintai ned
in an automated system pursuant to ARM 24.174.818(3).
(Hi story: 37-7-101, 37-7-201, MCA, | M, 37-7-101, 37-7-201,

MCA; NEW 2002 MAR p. 794, Eff. 2/1/02.)

Sub- Chapter 6

I nt ernshi p Regul ati ons

24.174. 601 SUMMARY OF OBJECTI VES (1) I nternship
training, using academi c training as a foundation, provides a
| earning experience in real life situations that wll result

in a professional who is conpetent to practice pharnmacy and
render professional services on their own, wthout supervision
at the time of licensure. The objectives shall be:

(a) a practically, accurately and safely trained intern;

(b) an ethically trained intern; and

(c) alegally trained intern. (Hstory: 37-7-201, MCA
IMP, 37-7-201, MCA; NEW Eff. 5/20/72; AMD, 1977 MAR p. 106,
Eff. 9/23/77;, AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from
Dept. of Prof. & Occup. Lic., Ch. 274, L. 1981, Eff. 7/1/81
AMD, 1997 MAR p. 2060, Eff. 11/18/97; AMD, 2002 MAR p. 178,
Eff. 2/1/02; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.602 | NTERNSH P REQUI REMENTS (1) The experience
required for licensure shall be that instruction period
conposed of conputed tinme obtained under the supervision of
the preceptor in an approved site. An intern may not work




alone and assune the responsibility of a registered
phar maci st .

(2) Application shall be nmade on the intern application
formprescribed by the board. Registration nust be obtai ned
prior to comrencing work as an intern.

(3) The intern shall receive instruction in only one
approved area and wunder only one preceptor concurrently,
except in unusual and extenuating circunstances approved by
t he board upon witten request.

(4) The intern shall make such reports and
certifications as required under the approved program

(5) The intern is responsible for the know edge and
observation of the extent of his legal liability and | egal
restrictions applicable under the federal, state and nunici pal
| aws and rul es.

(6) The intern shall be responsible for ensuring that
the preceptor has proper certification.

(7) The intern is responsible for properly submtting
all forms and hour reports under the approved program

(8) Enploynment and the intern training periods are not
to be interpreted as being the sane. An intern may work in
excess of his conputed tine.

(9) Only those students who have conpleted the first
prof essional year (3rd year) of the pharmacy curricul um may
begin their internship.

(10) The intern shall notify the board of any change of
address, enploynment or preceptor within 10 days.

(11) Intern certificate of registration shall be
di spl ayed in the approved training area.
(12) An intern will be allowed six nonths after taking

t he NAPLEX exam nation to conplete requirenents for |icensure.

The above tinme may be extended, subject to the approval of the
board, if extenuating circunstances prohibit conpletion in the
above prescribed tine. (Hi story: 37-7-201, MCA, 1M

37-7-201, MCA;, NEW Eff. 5/20/72; AMD, 1977 MAR p. 106, Eff.

9/ 23/ 77; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept.

of Prof. & Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81;, AM

1997 MAR p. 2060, Eff. 11/18/97; AMD, 1998 MAR p. 3103, Eff.

11/20/98; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Commer ce, 2002 MAR p. 904.)

24.174.603 QUT- OF- STATE | NTERNSHI P REQUI REMENTS

(1) Witten request by the intern nust be made prior to
commencing training at an out-of-state site.

(2) The intern nust conply with the rules relating to
internship and the approved program

(3) The intern nust obtain certification of the training
area and the preceptor from the out-of-state's board and nust
submt the sanme directly to the Mntana board of pharnmacy
(Hi story: 37-7-201, MCA, IMP, 37-7-201, MCA;, NEW Eff.
5/20/72; AMD, 1977 MAR p. 106, Eff. 9/23/77; AMD, 1980 MAR p.
126, Eff. 1/18/80; TRANS, from Dept. of Prof. & Cccup. Lic.,
Ch. 274, L. 1981, Eff. 7/1/81;, AMD, 1998 MAR p. 3103, Eff




11/20/98; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174. 604 PRECEPTOR REQUI REMENTS (1) Each
or shall:
) apply for board approval to be a preceptor;
) have been actively engaged in:
i)
S

[

t he practice of pharmacy for two years unless
i Se approved by the board; or
i) other approved disciplines;
(c) be engaged in active practice while acting as
precept or;

d not have been convicted of violation of any statutes
or rules relating to pharnmacy within three years prior to
appl i cation;

(e) be acutely aware of the responsibilities governing
prof essi onal conduct in this state;

(f) have current knowl edge of developnents in the
profession by exhibiting such attendances, readings and
actions, which conformto the best traditions of pharnacy;

(g) nmake such reports and certifications as required
under the approved program

(h) notify the board of any change of address or
enpl oyment within 10 days. Change of enploynent shall serve
to suspend preceptor approval until such tine as re-eval uation
is made by the board; and

(i) not be permtted to |leave an intern work alone to
assune the responsibility of a pharmacist.

(2) The repackaging, |abeling and dispensing of drugs
for distribution shall be under the supervision of a
regi stered pharnmaci st or pharnmaci st preceptor.

(3) A preceptor may supervise one intern or one extern
and one pharmacy technician at any tine. A pharmaci st
preceptor may, however, supervise two students at a tine if
the students are conpleting a clerkship experience through an
approved school of pharnacy. (Hi story: 37-7-201, MCA, 1 MP
37-7-201, MCA;, NEW Eff. 5/20/72; AMD, 1977 MAR p. 106, Eff.
9/ 23/ 77; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept.
of Prof. & Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81;, AM
1997 MAR p. 2060, Eff. 11/18/97; AMD, 2001 MAR p. 783, Eff.
5/11/01; AMD, 2002 MAR p. 178, Ef. 2/1/02; TRANS, from
Commerce, 2002 MAR p. 904; AMD, 2002 MAR p. 3605, Eff.
12/ 27/ 02.)

Rul es 24.174.605 through 24.174.610 reserved
24.174.611 APPROVED TRAI NI NG AREAS (1) Approved

training areas wll include |icensed pharmacy settings plus
other health care and research settings approved by the board.
(Hi story: 37-7-201, MCA, IMP, 37-7-201, MCA, NEW Eff.

5/ 20/ 72; AMD, 1977 MAR p. 106, Eff. 9/23/77; AMD, 1980 MAR p.
126, Eff. 1/18/80; TRANS, from Dept. of Prof. & Cccup. Lic.,
Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1998 MAR p. 3103, Eff.




11/20/98; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174.612 REQUI RED FORMS AND REPORTS (1) Fornms shal l
be furnished by the board, the cost of which is included in
the application for internship registration.

(a) The "intern application” nust be filed by the intern
before conputed tine is credited.

(b) The "internship experience affidavit", provided by
the board, nust be filed by the intern at the end of the
internship experience in a given site or after 500 hours,
whi chever cones first.

(c) The "evaluation of internship site" nust be filed by
the intern at the conpletion of internship or externship
experience in a given site or after 500 hours, whichever cones
first.

(d) The "clerkship experience affidavit", provided by
the board, nust be filed by the intern at the end of the
academ c year. (History: 37-7-201, MCA, 1M, 37-7-201, MCA
NEW Eff. 5/20/72; AMD, 1977 MAR p. 106, Eff. 9/23/77;, AN,
1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept. of Prof. &
Cccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1997 MAR p.
2060, Eff. 11/18/97; AMD, 2000 MAR p. 2005, Eff. 7/28/00; AN,
2002 MAR p. 178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR
p. 904.)

24.174.613 REVOCATI ON OR SUSPENSI ON OF CERTI FI CATE

(1) An intern certificate may be suspended or revoked by
the board for violation of any statute or rule, or failure to
conply with the approved program after due notice.

(2) Suspension of an intern from university or college
attendance concurrently suspends an intern's certificate of
registration. (H story: 37-7-201, MCA, 1M, 37-7-201, MCA

NEW Eff. 5/20/72; AWMD, 1977 MAR p. 106, Eff. 9/23/77; AN
1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept. of Prof. &
OCccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1998 MAR p.

3103, Eff. 11/20/98; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS,
from Commerce, 2002 MAR p. 904.)

Sub- Chapter 7
Phar macy Techni ci ans

24.174.701 REQ STRATI ON REQUI REMENTS (1) In order to
be registered as a pharmacy technician in this state, the
applicant shall:

(a) submt application on a form prescribed by the
boar d;

(b) pay application fees as prescribed by the board; and

(c) submt a copy of proof of certification by PTCB or
ot her board approved certifying entity.

(2) In order to be registered as a technician-in-
training in this state, the applicant shall:




(a) apply to the board for a permt on an application
suppl i ed by the board;

(b) pay the fee required;

(c) provide the nane and address of the pharmacy in
which the technician-in-training is enployed. A change in
place of enployment wll require submssion of updated
information within 10 worki ng days of the change.

(3) The permt to practice as a technician-in-training
shall be valid for a period of 18 nonths, and may not be
renewed. (Hi story: 37-7-201, MCA, | M, 37-7-201, MCA; NEW
2002 MAR p. 86, Eff. 1/18/02.)

24.174. 702 QUALI FI CATIONS OF PHARMACY TECHNICIAN (1) A
person who acts as a pharmacy technician under the provisions
of a utilization plan nmust be:

(a) at least 18 years ol d;

(b) a high school graduate or have attained an
equi val ent degr ee;

(c) of good noral character; and

(d) certified by the pharmacy technician certification

board (PTCB) or other board approved certifying
entity.

(2) No pharmacist whose |I|icense has been denied,
revoked, suspended, or restricted for disciplinary purposes
shall be eligible to be registered as a pharmacy technician.
(Hi story: 37-7-201, MCA, | MP, 37-7-201, 37-7-301, 37-7-307,
MCA; NEW 1992 MAR p. 1608, Eff. 7/31/92; AMD, 2001 MAR p. 86,
Eff. 1/18/02; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.703 USE OF PHARMACY TECHNICIAN (1) A pharmacy
technician may not perform tasks which require the exercise of
t he pharmacist's independent professional judgnent, including
but not Iimted to, patient counseling, drug product
sel ection, drug interaction review or drug regi nen revi ew.

(2) When a pharmacist s not in the prescription
departnent, there shall be no dispensing of new prescriptions
that the pharmacist has checked and that are waiting to be
pi cked up, nor shall counseling be provided by the pharnmacy
t echni ci an.

(3) No nedication may be released to a patient wthout
review by a registered pharmacist for the accuracy and
appropri ateness of the prescription drug order.

(4) Al technicians and auxiliary staff shall be nade
visually identifiable by nane and job title utilizing letters
of 16 point or larger on a nane badge. (H story: 37-7-201
MCA; | WP, 37-7-101, 37-7-201, 37-7-301, 37-7-307, MCA, NEW
1992 MAR p. 1608, Eff. 7/31/92; AMD, 2000 MAR p. 2005, Eff.
7/28/00; AMD, 2002 MAR p. 86, Eff. 1/18/02; TRANS, from
Commer ce, 2002 MAR p. 904.)

24.174.704 PHARMACY TECHNICIAN ~ TRAINING (1) A
supervi si ng pharmaci st shall:



(a) provide initial training to a pharmacy technician
that relates to the tasks the technician may perform pursuant
to the supervising pharmacist's utilization plan; and

(b) prepare and maintain a witten record of initial and
inservice training for on-site inspection by the board. The
record shall contain the follow ng information

(i) nanme and signature of the person receiving the
trai ni ng;

(1i) dates of the training;

(ii1) general description of the topics covered; and

(iv) name and signature of the person supervising the
traini ng.

(2) An initial training program nust include on-the-job
practical training and didactic education that is comensurate
with the tasks and functions a pharmacy technician may
perform A supervising pharmaci st nust obtain the board's
approval of an initial training program prior to undertaking
the training of a pharmacy technician pursuant to the program

(3) Verification of conpletion of training, by test or
otherwi se, shall be recorded by the supervising pharnacist,
and shall be available for inspection with the training
record. (Hi story: 37-7-201, MCA; I MP, 37-7-201, 37-7-307,
MCA; NEW 1992 MAR p. 1608, Eff. 7/31/92; AMD, 2002 MAR p. 86,
Eff. 1/18/02; TRANS, from Commerce, 2002 MAR p. 904.)

24.174. 705 TASKS AND FUNCTI ONS OF PHARMACY TECHN Cl AN

(1) A registered pharmacy technician may perform the
following tasks or functions wunder the provisions of an
approved utilization plan:

(a) renove a stock bottle fromthe shelf and count or
pour the contents into a suitable container. The stock bottle
nmust be quarantined together with the prescription until the
supervi si ng pharmaci st perforns a final check or bar coding or
ot her avail abl e technol ogy verifies the bottle contents;

(b) type a prescription label and affix it and
auxiliary labels to a prescription bottle, with final review
by the regi stered pharnaci st;

(c) enter prescription information into an automated
system under the supervision of a pharmaci st who nust be able
to check all entries;

(d) mai ntai n prescription records, including
prescription nunbers, refill data and other information on the
patient profile system

(e) prepackage unit dose drugs for internal
di stribution. These prepackage unit dose drugs nust be
guaranti ned together with bulk containers until the
supervi si ng pharmaci st perforns a final check and naintains
appropriate records.

(f) sell nonprescription drugs in their ori gi nal
containers w thout engaging in patient counseling, and refer
all questions to the regi stered pharnaci st;

(g) answer the telephone, properly identify thenselves
as a technician, accept verbal orders for refill prescriptions




from nedical practitioners or their designated agents and
issue refill requests to the prescriber;

(h) a pharmacy technician may act as agent in charge of
the pharmacy to assure its integrity when a registered
pharmaci st is not physically present, but may not perform any
duties which require the exercise of the pharmacist's
i ndependent professional judgnment. The technician nmay not be
left in charge for nore than 30 m nutes;

(1) receive and check in pharmaceuticals, including
controll ed substances, if the pharmacy technician initials and
dates all invoices with the actual date the drugs were
recei ved

(j) participate in the biennial inventory of controlled
substances, providing a pharnmaci st supervises the process. The
supervi sing pharmacist mnust co-sign the inventory with the
pharmacy technici an.

(k) conpounding if a mechanism for verification by the
supervi sing pharmaci st exists that includes checking of: the
ori gi nal order; additives; dosages; and clarity of 1V
sol ution, where appropriate.

(2) The board reserves the right to evaluate and anend
the functions allowable by a pharmacy technician, with final
determnation in the sole discretion of the board. (Hi story:
37-7-201, MCA, 1MP, 37-7-201, 37-7-301, 37-7-307, MCA, NEW
1992 MAR p. 1608, Eff. 7/31/92; AMD, 2002 MAR p. 86, Eff.
1/ 18/ 02; TRANS, from Comrerce, 2002 MAR p. 904.)

Rul es 24.174.706 through 24.174.710 reserved

24.174.711 RATIO OF PHARNMACY TECHNI CI ANS TO SUPERVI SI NG
PHARMACI STS (1) Except as provided in (2), a registered
pharmaci st in good standi ng may supervise the services of only
one technician at any tine.

(2) A regi stered pharnmaci st in good standi ng nay
supervi se the services of two technicians at the sane tine if
both are perform ng any of the follow ng procedures:

(a) i ntravenous adm xture and other sterile product
preparation;
(b) filling of unit dose cassettes;

(c) pr epackagi ng; or

(d) bul k conpoundi ng.

(3) A registered pharnmacist in good
standi ng may supervise the services of two
technicians at the sane tine if one of the
two technicians is a technician trainee
enrolled in an approved academ c training
program engaged in on-the-job training for
a specific period of tine.

(4) Al'l registered pharmacists in good standing in the
state of Montana nmay supervise nore than one registered
pharmacy technician, provided, in their professional judgnent:

(a) a request for a ratio other than those previously
defined nust first be approved by the board;



(b) the policy and procedures of the certified pharnmacy
must allow for safe and accurate filling and |abeling of
prescriptions;

(c) the policy and procedures shall be revi ewed
annually. All affected supervising pharmaci sts and phar nmacy
technicians nust be famliar with the contents and any changes
made nust be reported to the board;

(d) a copy of the policy and procedures nust be
avai l abl e for inspection by the board conpliance officer.

(5) |If a pharmacy desires nore than one technician to
wor k under the supervision, direction and control of one
pharmaci st, the pharnmacy shall obtain the prior witten
approval of the board. To apply for approval, the pharmaci st-
i n-charge shall submt a pharmacy services plan to the board.
The pharmacy services plan submtted shall denonstrate how the
plan facilitates the provision of pharmaceutical care and
shal | include, but shall not be [imted to the foll ow ng:
desi gn and equi pnment ;

i nformati on systens;

work flow, and

qual ity assurance procedures.

The board shall grant approval of a pharmacy service
plan only when the board is satisfied that the provision of
pharmmaceutical care by the pharmacy wll be enhanced by the
i ncreased use of technicians.

(7) No pharnmacy shall nmodify a board approved pharnacy
service plan without the prior witten approval of the board.

(8) Nothing in this rule shall prevent a pharmacy from
termnating a service plan upon witten notification to the
boar d. (H story: 37-7-201, MCA, 1w, 37-7-201, 37-7-307, 37-
7-308, 37-7-309, MCA;, NEW 1992 MAR p. 1608, Eff. 7/31/92;
AMD, 1997 MAR p. 2060, Eff. 11/18/97; AMD, 2002 MAR p. 86,
Eff. 1/18/02; TRANS, from Comrerce, 2002 MAR p. 904; AMD, 2002
MAR p. 3605, Eff. 12/27/02.)
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24.174.712 APPLI CATI ON FOR APPROVAL OF UTI LI ZATI ON PLAN

(1) A registered pharmacist in good standing in the
state of Montana may apply to the board for perm ssion to use
the services of a pharmacy technician by submtting to the
boar d:

(a) an application on a form prescribed by the board;

(b) a sunmary of the utilization plan, to include
i nformati on show ng conpliance with all requirements set forth
in these rules, plus all other requirenments of 37-7-307,
37-7-308, and 37-7-309, MCA, and this chapter;

(c) the appropriate fee for initial approval of the
pl an;

(d) any <changes in the wutilization plan, including
technician training, nust be re-submtted to the board for
approval before inplenentation of the changes by the
supervi si ng pharnmaci st.

(2) Any nunber of registered pharmacists enployed in the
sanme pharmacy may sign as supervising pharmaci st of a pharmacy




technician on a single utilization plan submtted for approval
to the board by that pharnacy.

(3) A registered pharmacist in good standing in the
state of Mntana may apply to the board to designate that
pharmacy as a technician training site for a board-approved
academ ¢ program curricul um If the pharmacy training site
does not have an approved technician utilization plan in
pl ace, the pharmacy nmay substitute an academ c program
training plan, assessnment criteria and periodic contact plan
for board approval, for the purpose of providing on-the-job
experience for technician trainees. (Hstory: 37-7-201, MCA;
LwMP, 37-7-201, 37-7-308, 37-7-309, MCA; NEW 1992 MAR p. 1608,
Eff. 7/31/92; AMD, 1997 MAR p. 2060 Eff. 11/18/97; AMD, 2002
MAR p. 86, Eff. 1/ 18/ 02; TRANS, from Commer ce, 2002 MAR p.
904.)

24.174.713 CONTENTS OF TRAINING COURSE (1) A pharmacy
techni cian training course must include instruction in:

(a) orientation to the practice of pharnmacy;

(b) pharmacy term nol ogy and basi c pharnmaceuti cs;

(c) state and federal laws relating to the practice of
phar macy;

(d) pharmaceutical cal cul ations;

(e) processing prescription drug orders;

(f) telephone procedure and conmunication including
taking refill requests;

(g) pharmaceutical conpoundi ng;

(h) intravenous adm xture, if applicable; and

(1) wuse of pharmacy conputer systens, if applicable.

(Hi story: 37-7-201, MCA; | WMP, 37-7-201, 37-7-307, MCA; NEW
1992 MAR p. 1608, Eff. 7/31/ 92 AMD, 2002 MAR p. 86, Eff.
1/ 18/ 02; TRANS, from Commer ce, 2002 MAR p. 904.)

24.174.714 | NSPECTI ON OF UTI LI ZATI ON PLAN AND TRAI NI NG
RECORD (1) The supervising pharmacist shall nmake the
utilization plan available for inspection by the board during
t he nornmal business hours of the pharnacy.

(2) The pharmacy technician shall make their training
record available for inspection by the board during the norma
busi ness hours of the pharnmacy. (H story: 37-7-201, MCA;
LwMP, 37-7-201, 37-7-308, MCA;, NEW 1992 MAR p. 1608, Eff.
7/ 31/92; AMD, 2002 MAR p. 86, Eff. 1/18/02; TRANS, from
Commer ce, 2002 MAR p. 904.)

Sub- Chapter 8
Certified Pharmaci es

24.174.801 GENERAL LI CENSE REQUI REMENTS (1) The board
shall grant a license for the operation of a pharmacy in the
state of Montana when it is plainly shown that:

(a) the owner of the pharmacy is a registered pharnaci st
in good standing in the state of Montana; or




(b) the manager or supervisor of the pharnmacy is a
regi stered pharmaci st in good standing in the state of Montana
and that the pharmacist will be actively and regularly engaged
and enployed in, and responsible for the rmanagenent,
supervi sion and operation of such pharnmacy.

(2) The license registers the pharmacy to which it is

issued and is not transferable. It is issued on the
application of the registered pharmacist in charge, and which
contains the sworn statenment that the pharmacy will Dbe

operated in accordance with the provisions of the | aw

(3) To operate, maintain, open or establish nore than
one pharmacy, separate applications shall be nade and separate
i censes issued for each.

(4) Upon closure of a certified pharmacy, the origina
license becones void and nust be surrendered to the board
wi thin 10 days. (H story: 37-7-201, MCA; | MP, 37-7-321, MCA
NEW Eff. 3/21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80; AM,
1980 MAR p. 970, Eff. 3/14/80; TRANS, from Dept. of Prof. &
Cccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 2002 MAR p.
178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR p. 904.)

24.174. 802 NEW PHARVACY (1) Prior to conducting
busi ness, a pharmacy nust secure a |license and be registered
with the board. Application for a license to operate a new
pharmacy nust be reviewed by the board or its designee before
the license may be issued.

(2) A corporation or unregistered owner, may secure a
license on the affidavit of the registered pharnaci st charged
wi th the managenent and supervision of the pharnmacy.

(3) Al new pharmacies shall be in conpliance with ARM
24.174.814 at the tine the pharmacy is opened for business.
(History: 37-7-201, MCA, |IMP, 37-7-321, MCA;, NEW Eff.
3/21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80; AMD, 1980 MAR p.
970, Eff. 3/14/80; TRANS, from Dept. of Prof. & Occup. Lic.
Ch. 274, L. 1981, Ef. 7/1/81; AMD, 1983 MAR p. 344, Eff.
4/ 29/ 83; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174.803 CHANGE IN LOCATION (1) \Wienever a pharmacy
changes its physical location, including within the existing
busi ness location, it shall submt a new schematic or floor
pl an, for board approval.

(2) Whenever a pharmacy changes its physical |ocation
outside of its then existing business location, its original
I icense beconmes void and nust be surrendered. The pharmacy
shall submt a new license application, including a new
schematic and floor plan of the new |ocation, for the board s
approval the board, at Ileast 30 days before such change
occurs. (Hi story: 37-7-201, MCA; | MP, 37-7-321, MCA; NEW
Eff. 3/21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80; AMD, 1980
MAR p. 970, Eff. 3/14/80; TRANS, from Dept. of Prof. & Cccup
Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1983 MAR p. 344,
Eff. 4/29/83; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Commer ce, 2002 MAR p. 904.)




24.174.804 CHANGE IN OMERSHIP (1) Wwen a pharmacy
changes ownership, the original |icense becones void and nust
be surrendered to the board, and a new |icense obtained by the
new owner or owners. The application nust be reviewed by the
board or its designee before the |icense my be issued.
(Hi story: 37-7-201, MCA; I MP, 37-7-321, MCA; NEW Eff.
3/21/55; AMD, 1980 MAR p. 126, CEff. 1/18/80; AMD, 1980 MAR p.
970, Eff. 3/14/80; TRANS, from Dept. of Prof. & Occup. Lic.
Ch. 274, L. 1981, Ef. 7/1/81; AMD, 1983 MAR p. 344, Eff.
4/ 29/ 83; AMD, 2002 MAR p. 178, T OEff. 2/ 1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174. 805 CHANGE OF PHARMACI ST-I N CHARGE (1) Wen the
phar maci st-in-charge of a pharmacy |eaves the enploynent of
such pharmacy, the pharmacist will be held responsible for the
proper notification to the board of such termnation of
servi ces.

(2) Wthin 72 hours of term nation of services of the
pharmaci st-in-charge, a new pharnmacist-in-charge nust be
designated and an affidavit filed with the board. The |icense
will then be wupdated to indicate the nane of the new
phar maci st -i n- char ge. (H story: 37-7-201, MCA, 1M, 37-7-
321, MCA, NEW Eff. 3/21/55; AMD, 1980 MAR p. 126, Eff.
1/18/80 AMD, 1980 MAR p 970, Eff. 3/14/80; TRANS, from Dept.
of Prof. & Occup. Lic. C. 274 L. 1981, Eff. 7/1/81;, AM,
1998 MAR p. 3103, Eff. 11/20/98; AMD, 2002 MAR p. 178, Eff.
2/ 1/ 02; TRANS, fron1Cbnnerce, 2002 MAR p. 904.)

24.174. 806 LICENSES TO BE POSTED (1) The certified
pharmacy |icense nmust be posted in a conspicuous place in the
pharmacy. (H story: 37-7-201, MCA, 1M, 37-7-302, 37-7-321,
MCA, NEW Eff. 3/21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80;
AMD, 1980 MAR p. 970, Eff. 3/14/80 TRANS, from Dept. of Prof.
& Occup Lic., Ch. 274 L. 1981, Eff 7/ 1/ 81; AMD, 2002 MAR p.
178, Eff. 2/1/02; TRANS, fron1Cbnnerce, 2002 MAR p. 904.)

Rul es 24.174.807 through 24.174.809 reserved

24.174.810 CLASS | FACILITY is hereby repeal ed.
(H story: 37-7-201, MCA; 1 MP, 37-7-201(2), 37-7-321(2), MCA
NEW Eff. 3/21/71; AND Eff. 8/4/76 AMD, Eff. 1/ 31/ 77; AND,
1980 MAR p. 126, Eff. 1/18/80 TRANS fronfDept. of Prof. &
Cccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; TRANS, from
Conmrer ce, 2002 MAR p. 904; BEE, 2002 MAR p. 3605, Eff.
12/ 27/ 02.)

24.174.811 CLASS 11 FACILITY is hereby repealed.
(Hi story: 37-7-201, MCA, | WP, 37-7-201(2), 37-7-321(2), MCA
NEW Eff. 3/21/71; AVD, Eff. 8/4/76; AVD, Eff. 1/31/77; AM
1980 MAR p. 126, Eff. 1/18/80; TRANS, “from Dept. of Prof. &
Cccup. Lic. Ch. 274, L. 1981, Eff. 7/1/81; TRANS, from
Conmer ce, 2002 MAR p. 904; REP, 2002 MAR p. 3605, Eff.
12/ 27/ 02.)




24.174.812 CLASS 111 FACILITY I's hereby repeal ed.
(Hi story: 37-7-201, MCA; 1wWP, 37-7-201(2), 37-7-321(2), MCA
NEW Eff. 3/21/71; AMD, Eff. 8/4/76; ANMD, Eff. 1/3/77; AND
1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept. of Prof. &
Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81; TRANS, from
Commerce, 2002 MAR p. 904; REP, 2002 MAR p. 3605, Eff.
12/ 27/ 02.)

24.174.813 CLASS 1V FACILITY (1) A Cass |V facility
shall be admnistered in conpliance wth the follow ng
st andar ds:

(a) that any |egend drugs dispensed shall first have
been packaged, | abel ed, and otherw se prepared by a registered
pharmaci st holding a current |icense in Montana. The
pharmaci st is to be recorded with the board and the board
shall be notified of any change of the pharmacist in charge.

(1) a legend drug is defined as one that is controlled
by federal law and carries the |egend "Federal Law Prohibits
D spensing Wthout a Prescription”

(b) that the registered pharmacist in charge shal
provide this service to said facility at regular periods and
that these periods be posted at said facility.

(c) that adequate |ocked storage be provided for all
drugs referred to in these rules. Only the pharnmaci st may
have access to the |egend drug stock. However, the person in
charge, or his or her designee, may obtain a product that has
been properly prepared by the pharmacist for delivery to the

reci pi ent.

(d) that records for all legend drugs dispensed and to
whom be kept at the facility for the purpose of accounting for
t hese drugs. These records would include present stock and

all shipnments received thereafter

(e) that these drugs be delivered to the recipient at no
cost for the drug.

(f) that the dispensing of drugs by MD.'s not be
restricted except as defined in 37-2-104 and 37-7-103, MCA

(g) that nothing in these rules authorizes the
di spensi ng of any drugs and devi ces other than the foll ow ng:

(1) oral contraceptives; injectable |Iong-term
contraceptives; progestational drugs; diaphragns;
contraceptive jellies; creans, and foans; |1UD s; condons;
vagi nal creanms, ointnents, and suppositories used in the
routi ne treatnment of vagi nal disorders.

(h) that all non-| egend contraceptive devices and
products be dispensed in accordance with the contraceptive
drug or device law, Title 45, chapter 8, 45-8-204, MCA

(i) that each famly planning center nust apply for a
license fromthe board and subnmit the required fee for a O ass
IV facility. This license is to be displayed in a conspicuous
place at the facility. (H story: 37-7-201, MCA, I M
37-7-201, 37-7-321, MCA, NEW Eff. 3/21/71;, AMD, Eff. 8/4/76
AMD, Eff. 1/31/77; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS
from Dept. of Prof. & Cccup. Lic., Ch. 274, L. 1981, Eff.



7/1/81; AMD, 1983 MAR p. 344, Ef. 4/29/83; TRANS, from
Conmer ce, 2002 MAR p. 904.)

24.174.814 SECURITY OF CERTIFIED PHARMACY (1) Each
pharmaci st, while on duty, shall be responsible for the
security of the pharmacy, including provisions for effective
control against theft or diversion of drugs.

(2) The pharmacy shall be secured by either a physical
barrier with suitable |ocks and/or an electronic barrier to
detect entry by wunauthorized persons at any tine. Such
barrier shall be approved by the board or its designee before
bei ng put into use.

(3) Prescription and ot her pati ent heal th care
information shall be maintained in a manner that protects the
integrity and confidentiality of such information as provided
by the rules of the board.

(4) Sections (1) and (2) of this rule shall be effective
February 1, 2004. (Hi story: 37-7-201, MCA, 1M, 37-7-201,
MCA; NEW 2002 MAR p. 794, Eff. 2/1/02.)

Rul es 24.174.815 and 24.174. 816 reserved

24.174.817 AUTOVATED RECORD KEEPI NG SYSTEMS (1) An
automated system may be enployed for the record keeping
system if the follow ng conditions have been net:

(a) The system shall have the capability of producing
| egi ble docunents of all original and refilled prescription
i nformati on. During the course of an on-site inspection the
records nust be accessible for view ng or printing.

(b) The individual pharmaci st responsible for
conpl eteness and accuracy of the entries to system nust
provi de documentation of the fact that prescription
information entered into the conputer is correct. 1In
docunenting this information, the pharmacy shall have the
option to either:

(1) mintain a bound log book, or separate file, in
whi ch each individual pharmacist involved in such dispensing
shall sign a statenment each day, attesting to the fact that
the prescription information entered into the conputer that
day has been reviewed and is correct as shown. Such a book or
file nmust be mintained at the pharnmacy enploying such a
system for a period of at least two years after the date of
| ast di spensing; or

(ii) provide a printout of each day's prescription
i nformati on. That printout shall be verified, dated and
signed by the individual pharmacist verifying that the
information indicated is correct and then sign this docunent
in
J

t he same manner as signing a check or |egal docunent (e.g.,
. H Smth, or John H Smth). Such printout nust be
maintained at Jleast two years from the date of |ast
di spensi ng.
(c) An auxiliary recordkeeping systemshall be
establ i shed for the docunentation of refills if the automated
systemis inoperative for any reason. The auxiliary system



shall insure that all refills are authorized by the original
prescription and that the maxi mum nunber of refills is not
exceeded. Wien this automated systemis restored to
operation, the information regarding prescriptions filled and
refilled during the inoperative period shall be entered into
t he automated systemw thin 96 hours. However, nothing in
this section shall preclude the pharmaci st fromusing his
prof essi onal judgnent for the benefit of a patient's health
and safety.

(d) Any pharmacy using an automated system nust conply
with all applicable state and federal |aws and regulations
(H story: 37-7-201, MCA; IMP, 37-7-201, MCA;, NEW 1985 MAR p

1017, Eff. 7/26/85; AMD, 1998 MAR p. 3103, Eff. 11/20/98; AND;

2002 MAR p. 178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR
p. 904.)

24.174.818 SECURI TY (1) The system shall contain
adequat e safeguards or security of the records to maintain the
confidentiality and accuracy of the prescription or drug order
i nformation. Saf eguar ds agai nst unaut hori zed changes in data
after the information has been entered and verified by the
regi stered pharmacist shall be provided by the system
(H story: 37-7-201, MCA, IMP, 37-7-201, MCA;, NEW 1985 MAR p.
1017, Eff. 7/26/85; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.819 SAN TATI ON AND EQUI PVENT REQUI REMENTS

(1) Pharmacies shall at all tinmes be operated by a
regi stered pharmacist in a sanitary manner. There nust be in
use a safe and pure water supply and facilities for the proper
storage and handling of supplies and stocks.

(2) Pharnmacies shal | have adequat e space wher e
prescriptions are filled or drugs conmpounded, containing
suitable equipnment in order to provide for an efficient
phar macy operati on.

(3) Pharnmacies shall contain and have ready for use al
up-to-date itens which are necessary in filling prescriptions,
conmpoundi ng drugs and the efficient operation of the pharmacy.
(Hstory: 37-7-201, MCA, |IMP, 37-7-201, MCA;, NEW Eff.
3/21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80; AMD, 1980 MAR p.
970, Eff. 3/14/80; TRANS, from Dept. of Prof. & Occup. Lic.
Ch. 274, L. 1981, Eff. 7/1/81;, AMD, 1983 MAR p. 344, Eff
4/ 29/ 83; AMD, 1998 MAR p. 3103, Eff. 11/20/98; AMD, 2002 MAR
p. 178, Eff. 2/1/02; TRANS, from Conmerce, 2002 MAR p. 904.)

Sub- Chapter 9
Pati ent Counseling

24.174.901 PATIENT RECORDS (1) A patient record system
shall be maintained by all pharnmacies for patients for whom
prescription drug orders are dispensed. The patient record
system shall provide for the imediate retrieval of
information necessary for the dispensing pharnmacist to
identify previously dispensed drugs at the tine a prescription




drug order is presented for dispensing. The pharmaci st or
pharmacy technician under a board-approved utilization plan,
shal |l make a reasonable effort to obtain, record, and maintain
the follow ng information:

(a) full name of the patient for whomthe drug is
i nt ended;

) address and tel ephone nunber of the patient;

) patient's age or date of birth

) patient's gender

) pharmaci st comments relevant to the individual's
drug therapy, including any other information peculiar to the
speci fic patient or drug.

(2) The pharmaci st or pharmacy technician under a board-
approved utilization plan, shall make a reasonable effort to
obtain from the patient or the patient's agent and shal
record any known allergies, drug reactions, idiosyncrasies,
and chronic conditions or disease status of the patient and
the identity of any other drugs, including over-the-counter
drugs, or devices currently being used by the patient which
may relate to prospective drug revi ew

(3) A patient record shall be maintained for a period of
not less than three years fromthe date of the last entry in
the profile record. This record nmay be a hard copy or a
conputerized form (Hi story: 37-7-201, MCA, 1 MP, 37-7-406,
MCA;, NEW 1993 MAR p. 293, Eff. 2/26/93; TRANS, from Conmerce,

2002 MAR p. 904.)

A~~~
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24.174.902 PROSPECTIVE DRUG REVIEW (1) A pharnaci st
shall review the patient record and each prescription drug
order presented for dispensing for purposes of pronoting
t herapeuti c appropri ateness by identifying:

(a) over-utilization or under-utilization;

(b) therapeutic duplication;

(c) drug-disease contraindications;

(d) drug-drug interactions;

(e) incorrect drug dosage or duration of drug treatnent;

(f) drug-allergy interactions;

(g) clinical abuse/m suse.

(2) Upon recognizing any of the above, the pharnmacist
shall take appropriate steps to avoid or resolve the problem
which shall, if necessary, include consultation wth the
prescri ber. (Hi story: 37-7-201, MCA; | MP, 37-7-406, MCA;

NEW 1993 MAR p. 293, Eff. 2/26/93: TRANS, from Conmerce, 2002
MAR p. 904.)

24.174.903 PATIENT COUNSELING (1) Upon receipt of a
new prescription drug order or refill prescription drug order
if deenmed necessary by the pharmacist, and following a review
of the patient's record, a pharmaci st shall personally offer
to discuss matters which will enhance or optim ze drug therapy

with each patient or caregiver of such patient. Such
di scussion shall be in person, whenever practicable, or by
tel ephone and shall include appropriate elenments of patient

counseling. Such elenments may include the follow ng:



(a) the nanme and description of the drug;

(b) the dosage form dose, route of adm nistration, and
duration
c)

i of drug therapy;

( i ntended use of the drug and expected action;

(d) special directions and precautions for preparation
adm ni stration, and use by the patient;

(e) conmon severe si de or adver se effects or
interactions and therapeutic contraindications that nay be
encount er ed, including their avoidance, and the action
required if they occur;
techni ques for self-nonitoring drug therapy;
proper storage;
prescription refill information;
action to be taken in the event of a mssed dose

NN TNN
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and

(j) pharmacist coments relevant to the individual's
drug therapy, including any other information peculiar to the
specific patient or drug.

(2) Each pharmacy shall have at |east one area that
of fers appropriate visual and auditory patient confidentiality
for patient counseling. This requirenment shall go into effect
three years fromthe date of enactnent.

(3) Aternative forms of patient information shall be
used to supplenent patient counseling when appropriate.
Exanples to include witten information |eaflets, pictogram
| abel s, video prograns, etc.

(4) Patient counseling, as described above and defined
in this Act shall not be required for inpatients of a hospital
or institution where other |icensed health care professionals
are authorized to admnister the drug(s). Any phar maci st
di spensing nedication to be self-admnistered outside an
institution shall conply with all patient counseling statutes
and rul es.

(5) A pharmacist shall not be required to counsel a
patient or caregiver when the patient or caregiver refuses
such consultation. A record of the refusal shall Dbe
mai nt ai ned by the pharmacist. (History: 37-7-201, MCA, 1M
37-7-406, MCA; NEW 1993 MAR p. 293, Eff. 2/26/93; AMD, 2000
MAR p. 2005, Eff. 7/28/00; TRANS, from Commerce, 2002 MAR p.
904.)

Sub- Chapter 10
Qut-of -State Mail Servi ce Pharmaci es

24.174.1001 REG STRATION OF OUT- OF- STATE MAIL SERVI CE
PHARMACIES (1) No out-of-state pharmacy shall ship, mail or
deliver prescription drugs and/or devices to a patient in this
state wunless registered by the Mntana board of pharnmacy.
(H story: 37-7-712, MCA, I MP, 37-7-703, MCA, NEW 1994 MAR p.
571, Eff. 3/18/94; AMD, 1996 MAR p. 1297, Eff. 5/10/96; TRANS,
from Commerce, 2002 MAR p. 904.)




24.174.1002 CONDI TIONS OF REG STRATI ON (1) As
conditions of registration, the out-of-state nmail service
pharmacy nust conply with the foll ow ng:

(a) be registered and in good standing in this state as
a foreign corporation

(b) be registered and in good standing with the nati onal
associ ation of boards of pharmacy verified internet pharnmacy
practice sites (VIPPS) if registered after June 1, 2001;

(c) mintain, in readily retrievable form records of
| egend drugs and/or devices di spensed to Montana patients;

(d) supply upon request, all information needed by the
Montana board  of pharmacy to carry out the board's
responsibilities under the statutes and regul ati ons pertaining
to out-of-state mail service pharnaci es;

(e) maintain pharmacy hours that permt the tinely
di spensing of drugs to Mntana patients and provi de reasonabl e
access for the Mntana patients to consult with a I|icensed
phar maci st about such patients' nedications;

(f) provide toll-free t el ephone conmuni cati on
consul tati on between a Montana patient and a pharnmaci st at the
pharmacy who has access to the patient's records, and ensure

that said tel ephone nunber(s) wll be placed upon the | abel
affixed to each legend drug container. A toll-free tel ephone
nunber shall also be provided to the board to allow for
compliance wth all information requests by the board.

(H story: 37-7-712, MCA, | MP, 2-18-704, 37-7-701, 37-7-702,
37-7-703, 37-7-704, 37-7-706, MCA; NEW 1994 MAR p. 571, Eff.

3/18/94; AMD, 1996 MAR p. 1297, Eff. 5/10/96; AMD, 2001 MAR p
783, Eff. 5/11/01; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.1003 | DENTI FI CATION OF PHARMACI ST IN CHARGE OF
DI SPENSI NG TO MONTANA (1) Each out-of-state mail service
pharmacy that ships, mails or delivers prescription drugs
and/or devices to a patient in the state of Mntana shall
identify a pharmacist in charge of dispensing prescriptions
for shipnent to Montana. Each pharmacist so identified shal
nmeet the foll ow ng requirenents:

(a) be licensed in good standing in the state in which
the out-of-state mail service pharmacy is |ocated;

(b) be properly listed on the application form
prescri bed by the board;

(c) conply with all applicable Mntana | aws and rul es;

(d) notify the Mntana board pronptly of any relevant
changes in enploynment or address, etc.;

(e) notify t he Mont ana board pronptly of any
di sciplinary actions initiated and/or finalized against the
pharmacist's |icense. (Hi story: 37-7-712, MCA;, 1 MP,
37-7-703, MCA; NEW 1994 MAR p. 571, Eff. 3/18/94; AMD, 1996
MAR p. 1297, Eff. 5/10/96; TRANS, from Comrerce, 2002 MAR p.
904.)

Rul es 24.174.1004 through 24.174.1006 reserved



24.174.1007 AGENT OF RECORD (1) Each out-of-state mai
service pharmacy that ships, mails or delivers prescription
drugs and/or devices to a patient in the state of Mntana
shall designate a resident agent in Mntana for service of
process.

(2) Any such out-of-state mail service pharmacy that
does not so designate a resident agent and that ships, mails
or delivers prescription drugs and/or devices in the state of
Mont ana shall be deemed an appointnment by such out-of-state
mai | service pharmacy of the secretary of state to be its true
and | awful attorney, upon whom nay be served all |egal process
in any action or proceeding against such pharmacy grow ng out
of or arising fromsuch delivery.

(3) A copy of any such service of process shall be
miled to the out-of-state mail service pharmacy by the
conplaining party by certified mail, return receipt requested,

postage prepaid, at the address of such out-of-state nail
service pharmacy as designated on the pharmacy's application
for registration in this state.

(4) If any such pharmacy is not registered in this
state, service on the secretary of state of Mntana only shal
be sufficient service. (Hi story: 37-7-712, MCA; | MP
37-7-703, MCA; NEW 1994 MAR p. 571, Eff. 3/18/94; AMD, 1996
MAR p. 1297, Eff. 5/10/96; TRANS, from Comrerce, 2002 MAR p.
904.)

24.174.1008 USE OF PHARMACY TECHN CI ANS BY OUT- OF- STATE
MAI L SERVI CE PHARMACIES (1) Any application for out-of-state
mai | service pharmacy registration froma facility located in
a state which does not regulate the wuse of pharnmacy
technicians may not allow a pharmacist to supervise nore than
one supportive person at any one time in the conpounding or
di spensing of prescription drugs, unless approved by the
boar d.

(2) Any application for out-of-state mail service
pharmacy licensure from a facility located in a state which
does regulate the use of pharmacy technicians shall provide
information on the supervisor to technician ratio allowed in
the resident state, and submt a utilization plan for the
enpl oynment of pharmacy technicians. (H story: 37-7-712, MCA;
IMP, 37-7-703, MCA; NEW 1994 MAR p. 571, Eff. 3/18/94; AN
1996 MAR p. 1297, Eff. 5/10/96; TRANS, from Comrerce, 2002 MAR
p. 904.)

24.174.1009 COVPLI ANCE (1) Each out-of-state mai
service pharmacy shall conply with the foll ow ng:

(a) all statutory and regulatory requirements of the
state of Mntana for controlled substances, including those
that are different from federal law or regulation, unless
conpliance woul d violate the pharmacy drug | aws or regul ations
of the state in which the pharmacy is | ocat ed;

(b) all statutory and regulatory requirements of the
state of Montana regarding drug product selection |aws, unless




conpliance would violate the laws or regulations of the state
in which the pharmacy is | ocat ed;

(c) labeling of all prescriptions dispensed, to include
but not be limted to identification of the product and
guantity di spensed;

(d) all the statutory and regulatory requirenents of the
state of Mntana for dispensing prescriptions in accordance
with the quantities indicated by the prescriber, unless
conpliance would violate laws or regulations of the state in
whi ch the pharmacy is |located. (Hi story: 37-7-712, MCA, |MP,
37-7-701, 37-7-703, MCA;, NEW 1994 MAR p. 571, Eff. 3/18/94;
AMD, 1996 MAR p. 1297, Eff. 5/10/96; TRANS, from Conmerce
2002 MAR p. 904.)

24.174.1010 DI SCI PLI NARY ACTI ON (1) Except in
energencies that constitute an imediate threat to public
health and require pronpt action by the board, the Montana
board of pharmacy shall file a conplaint against any out-of-

state mmil service pharnmacy that violates any statute or
regul ation of Montana with the board in which the out-of-state
mai | service pharmacy is |ocated. If the board in the state

in which the out-of-state mail service pharmacy is based fails
to resolve the violation conplained of within a reasonable
time, disciplinary proceedings may be instituted in Mntana
before the board. (Hi story: 37-7-712, MCA; 1M, 37-7-703,
37-7-704, 37-7-711, MCA;, NEW 1994 MAR p. 571, Eff. 3/18/94;
AMD, 1996 MAR p. 1297, Eff. 5/10/96; TRANS, from Conmerce

2002 MAR p. 904.)

Sub- Chapter 11
I nstitutional Pharnacies

24.174.1101 PERSONNEL (1) Each institutional pharmacy
nmust be directed by a pharmacist-in-charge who is licensed to
engage in the practice of pharmacy in the state of Mntana and
who is responsible for the storage, conmpoundi ng, repackagi ng,
di spensing and distribution of drugs wthin the facility.
Dependi ng upon the needs of the facility, pharnmacy services
may be provided on a full or part-tine basis, with a mechani sm
for energency service provided at all tines. Cont r act ual
provi ders  of pharmacy services shall nmeet the sane
requi renents as pharnacies |located within the institution.

(2) Regi stered pharmacy technicians or technicians-in-
training may be utilized pursuant to the witten policies and
procedures of the institutional pharnacy. Exenptions to
established ratios as defined in ARM 24.174.711 may be granted
wi th board approval. (Hi story: 37-7-201, MCA, I MP, 37-7-201,
37-7-307, MCA;, NEW 2002 MAR p. 3605, Eff. 12/27/02.)

Rul es 24.174. 1102 and 24.174. 1103 reserved

24.174.1104 | NSTI TUTI ONAL PHARMACI ST AND PHARNMACI ST- | N-
CHARGE RESPONSIBILITY (1) The pharmacy director/pharnmaci st -




i n-charge shall provide for applicable policies and procedures
to ensure:

(a) mechanisnms for receiving and verifying drug orders
from prescribers and evaluating them for safety and
t herapeutic appropriateness based on patient paraneters and
dosi ng gui del i nes;

(b) appropriate filling and proper Ilabeling of al
containers from which drugs are to be dispensed or
adm ni stered on an inpatient or outpatient basis;

(c) a system for the adm xture of parenteral products
acconplished within the pharmacy, and verification that the
facility's departnent of nursing wll provide education and
training of nursing personnel regarding sterile technique,
stability and conpatibility of parenteral products not m xed
wi thin the pharnmacy;

(d) appropriate clinical services and nonitoring of
outcones, and the devel opnent of new areas of pharnmaceuti cal
care appropriate for that institution;

(e) a policy by which an offer is nmade to convey the
di scharge nedication reginen to a patient’s pharnaci es;

(f) maintaining and distributing a list of energency
drugs, antidotes, and their doses throughout the institution;

(g) pharmacy participation in fornmulary devel opnent;

(h) participation in drug utilization review and
monitoring of adverse drug reactions and devel opnent of
procedures to avoid problens identified;

(i) evaluation of reported nedication errors and
devel opnment of procedures to prevent those errors;

(j) proper acqui sition and secure, t enper at ur e-
controlled storage of all prescription drugs;
(k) quality control of sterile and non-sterile

pharmaceutical products, including procedures for identifying,
removi ng and destroyi ng outdated products;

(1) pharmacy safety and security;

(m utilization of registered technicians or technicians
in training;

(n) accurate di stribution systens and secure,
tenperature-controlled storage of pharnaceutical products
t hroughout the institution;

(o) unit-dosing of bul k pharmaceuticals, conpounding and
sterilization of drug products if applicable;

(p) the appropriate use, security and accountability of
control | ed substances;

(q) staff devel opnent and conpetency eval uation

(r) maintenance of all required records; and

(s) conpliance wth all other requirenments of the
Mont ana board of pharmacy. (Hi story: 37-7-201, MCA;, 1MP, 37-
7-201, 37-7-307, 37-7-308, MCA;, NEW 2002 MAR p. 3605, Eff.
12/ 27/ 02.)

Rul es 24.174. 1105 and 24.174. 1106 reserved

24.174. 1107 ABSENCE COF PHARMACIST I N I NSTITUTI ONAL
SETTINGS (1) During tines that an institutional pharmacy




does not have a pharmacist in attendance, arrangenents mnust be
made in advance by the pharmacist-in-charge for provision of
drugs to the nmedical staff and other authorized personnel by
use of night cabinets, floor stock and, in energency
ci rcunst ances, by access to the pharnmacy. A nmechani sm for
providers and nursing to obtain pharmacy consultation nust be
avai lable at all tinmes in accordance with ARM 24.174. 1101.

(2) If night cabinets are used to store drugs in the
absence of a pharmacist, they nust be |ocked and sufficiently
secure to deny access to unauthorized persons, and nust be
| ocated outside of the pharmacy area. Only specifically
aut hori zed personnel may obtain access by key or conbination
pursuant to a valid prescription order. The pharmacist-in-
charge shall, in conjunction with the appropriate comrttee of
the facility, develop inventory listings of drugs included in
t hese cabinet(s), determne who may have access, and shall
ensure that:

(a) witten policies and procedures are established to
i npl enent the requirenents of this rule;

(b) all drugs are properly |abeled; and

(c) only prepackaged drugs are available, in amunts
sufficient for inmmedi ate therapeutic requirenments.

(3) Wenever access to the cabinet occurs, all of the
following information nust be recorded on or attached to a
sui table form

(a) a copy of the witten practitioner’s orders, show ng
the date and tine the order was issued;

(b) identification of patient;

(c) identification of the patient's room nunber, if
appl i cabl e;

(d) the name, strength and quantity of drug renoved; and

(e) the signature of the person renoving the drug(s).

(4) A conplete verification audit of all orders and
activity concerning the night cabinet nust be conducted by the
phar maci st-in-charge or the designee of that pharmacist within
48 hours of the drugs having been renoved from the night
cabi net .

(5) \Wenever any drug is not available from floor stock
or night cabinets, and that drug is required to treat the
i mredi ate needs of a patient whose health would otherw se be
j eopardi zed, the drug nay be obtained from the pharmacy by an

aut horized registered nurse or l|icensed practical nurse in
accordance wth established policies and procedures. The
responsi ble nurse shall be designated by the appropriate

conmttee of the institutional facility.

(a) Renobval of any drug from the pharmacy by an
aut hori zed nurse nust be recorded on a suitable formleft in
t he pharmacy showi ng the follow ng information:

(1) patient nane;

(i1) the patient's room nunber if applicable;

(ii1) the nane, strength, quantity and NDC nunber of drug
renoved

(iv) the date and tinme the drug was renoved,

(v) the signature of the nurse renoving the drug; and



(vi) docunentation of pharmacy revi ew.

(6) A copy of the original drug order with the NDC
nunber or other identifying code of the drug(s) provided may
be faxed to the pharmacist. A patient profile containing the
patient’s nane, | ocati on, al l ergi es, current nedication
reginen and relevant |aboratory values nust be reviewed.
(H story: 37-7-201, MCA, | MP, 37-7-201, MCA; NEW 2002 MAR p
3605, Eff. 12/27/02.)

Rul es 24.174.1108 through 24.174.1110 reserved
24.174.1111 DRUG DISTRIBUTION AND CONTROL IN AN

INSTITUTIONAL FACILITY (1) The pharmaci st-in-charge shal
establish witten policies and procedures for the safe and

efficient di stribution of dr ugs and provi si on of
phar maceutical care, including the nmechanism by which drug
review wi Il be acconplished and docunented. A current copy of
such procedures nust be on hand for inspection by the board of
phar macy.

(2) Automated dispensing devices nust be stocked wth

drugs only by or under the supervision of a registered
phar maci st . At the tinme of renoval of any drug, the device
must automatically make an electronic record indicating the
date of renoval, the nane, strength, and quantity of drug
removed, nane of the patient for whom the drug was ordered

and the nanme or other identification of the person renoving
t he drug. These records nust be maintained for a period of
two years.

(3) Drugs or herbal/alternative food suppl enent products
brought into an institutional facility by a patient nust not
be administered unless they can be identified and their
quality assured by a pharmacist, and their wuse has been
aut horized by the attendi ng physician. | f such drugs are not
to be admnistered, the pharmacist-in-charge shall develop
policies and procedures for storing them for return to the
patient upon discharge or transferring themto an adult nenber
of the patient’s inmmediate famly.

(4) Investigational drugs nust be stored in and
di spensed from the pharmacy only pursuant to witten policies
and procedures. Conpl ete information regarding these drugs
and their disposition nust be maintained in the facility. The
drug nonograph and a signed patient consent form nust be
obtained and mnmde available in accordance with state and
f ederal guidelines.

(5) A sanple drug policy nust be established if sanples
are used. (H story: 37-7-201, MCA; I MP, 37-7-201, 37-7-307

37-7-308, MCA;, NEW 2002 MAR p. 3605, Eff. 12/27/02.)
Rul es 24.174. 1112 and 24.174. 1113 reserved

24.174.1114 USE OF EMERGENCY DRUG KITS IN CERTAIN
I NSTI TUTIONAL FACILITIES (1) In an institutional facility
t hat does not have an in-house pharmacy, drugs may be provided
for use by authorized personnel through energency Kkits




prepared by the regi stered pharnaci st providi ng pharnaceuti cal
services to the facility. Such energency drug kits nust neet
all of the follow ng requirenents:

(a) a registered pharmacist shall prepare and seal the
Kit;

(b) the supplying phar maci st and the designated
practitioner or appropriate commttee of the institutional
facility shall jointly determne the identity and quantity of
drugs to be included in the kit;

(c) the kit nust be |ocked and stored in a secure area
to prevent unauthorized access and to ensure a proper storage
envi ronnment for the drugs contained therein;

(d) all drugs in the kit nust be properly |[abeled,
including lot nunber and expiration date, and shall possess
any additional information that may be required to prevent
risk of harmto the patient;

(e) the exterior of the kit nust be clearly labeled to
i ndi cat e:

(i) its use and expiration date of its contents;

(it) the nanme, address and telephone nunber of the
suppl yi ng pharnmaci st; and

(iii) a statenent indicating that the kit is to be used
in emergency situations only pursuant to a valid drug order.

(2) Drugs shall be renmoved from energency kits only by
t he supplying pharmacist or by authorized personnel pursuant
to a valid drug order

(3) The supplying pharmacist shall be notified of any
entry into the kit. The supplying pharmacist shall have a
mechani sm defined in policy to restock and reseal the kit
within a reasonable time so as to prevent risk of harm to
patients.

(4) The expiration date of a kit nust be the earliest
date of expiration of any drug supplied in the kit. On or
before the expiration date, the supplying pharmacist shal
repl ace the expired drug.

(5) The supplying pharmacist shall, in conjunction with
the appropriate institutional commttee, be responsible for
devel opnent of policies and procedures for safe and
appropriate wuse and nmaintenance of emergency drug Kkits.
(H story: 37-7-201, MCA, | MP, 37-7-201, MCA; NEW 2002 MAR p
3605, Eff. 12/27/02.)

Rul es 24.174.1115 through 24.174.1120 reserved

24.174.1121 STERI LE PRODUCTS (1) Policies and
procedures nust be prepared for the conpoundi ng, dispensing
del i very, adm ni strati on, storage and use of sterile

pharmaceutical products. The policies nmust include a quality
assurance program for nonitoring personnel qualifications and
training in sterile technique, product storage, stability
standards, and infection control. Policies and procedures
must be current and available for inspection by a designee of
t he board of pharmacy.



(2) An i nstitutional pharmacy  conmpounding sterile
products nust have an isolated area designed to avoid
unnecessary traffic and airfl ow disturbances.

(3) An institutional pharmacy conpounding sterile
products nust utilize an appropriate aseptic environnental
control device such as a |lam nar flow biological safety
cabi net capabl e of maintaining Cass 100 conditions during
normal activity, or have policies and procedures in place
[imting the pharmacy's scope of sterile product preparation.

(4) An institution preparing cytotoxic drugs nust have a
vertical flow Class Il biological safety cabinet. Cytotoxic
drugs nmust be prepared in a vertical flow Cass Il biologica
saf ety cabi net.

(a) Protective apparel including non-vinyl gloves, gowns
and masks nust be available, and gloves nust be worn at all
times.

(b) Appropriate contai nnent techniques nust be used in
addition to aseptic techniques required for sterile product
preparati on.

(c) Prepared doses of cytotoxic drugs nust be clearly
identified, |abeled with proper precautions and dispensed in a
manner to mnimze risk of cytotoxic spills.

(d) Disposal of cytotoxic waste nust conply with al
applicable local, state and federal | aws.

(e) Witten procedures for handling cytotoxic spills
nmust be included in the policies and procedures nanual .

(5) Al parenteral adm xtures nust be labeled with date
of preparation and expiration date clearly indicated, patient
name and room nunber, nanme and strength and/or anpount of drug
and base solution, and any special handling or storage
i nstructions.

(6) Al aseptic environnental control devices nust be
certified by an independent contractor for operationa
efficiency at l|east every 12 nonths or when relocated,
according to federal standard 209E. Pre-filters nust be
i nspected periodically and replaced if needed.

(7) Inspection and replacenent dates nust be docunented
and mai ntained for a period of at |east two years.

(8) Docunented records of ongoing quality assurance
progranms, justification of expiration dates chosen, and
enpl oyee training records and technique audits nust be
avai l abl e for inspection by the board of pharmacy. (Hi story:
37-7-201, MCA, 1MP, 37-7-201, 37-7-307, 37-7-308, MCA;, NEW
2002 MAR p. 3605, Eff. 12/27/02.)

Rul es 24.174.1122 through 24.174. 1140 reserved

24.174.1141 RETURN OF MEDI CATION FROM LONG TERM CARE
FACLLITIES -- DONATED DRUG PROGRAM (1) In facilities
licensed by the Mntana departnment of health and hunan
services where United States pharmacopei a storage requirenents
are assured, unit-dosed |egend drugs, with the exception of
controll ed substances, no |onger needed by the patient for
whom t hey were prescribed, nmay be transferred to a provisional




permtted pharmacy for relabeling and dispensing free of
charge to patients who are wuninsured, indigent or have
insufficient funds to obtain needed prescription drugs.
Prescription nmedications nmay be dispensed pursuant to a valid
prescription order. A usual and customary dispensing fee may
be charged at the pharmacist’s discretion.

(2) The phar maci st -i n- char ge of t he provi si ona
permtted pharmacy shall be responsible for determning the
suitability of the legend drug for use. Medi cati ons nust be
unopened in sealed, unaltered unit dose containers that neet
USP standards for light, noisture and air perneation. No
product in which drug integrity cannot be assured shall be
accepted for re-dispensing by the pharnaci st.

(3) A re-dispensed prescription nedication must Dbe
assigned the expiration date stated on +the unit dose
packagi ng. Medi cati ons packaged in unit dose form within a
pharmacy mnust be given an expiration date of one year or
actual date of expiration of the nedication, whichever cones
first, and nust not be repackaged.

(4) No nedication can be redistributed nore than once.

(5 Only authorized personnel shall carry out the
physical transfer of nedication in either facility, pursuant
to established policies and procedures.

(6) The patient’s name and other identifying marks nust
be obliterated from packaging prior to transfer. The drug
name, strength, [ot nunber and expiration date nust remain
clearly visible on the packagi ng.

(7) An inventory list of drugs transferred, including
expiration dates, nust acconpany the drugs, and nust be
mai ntained in the provisional permtted pharmacy for a period
of two years.

(8) Policies and procedures to docunent safe storage and
transfer of unneeded nedications nust be witten and adhered
to by the facilities involved, and nust be available for
inspection by an authorized representative of the Montana
board of pharmacy or public health and human services.
(Hi story: 37-7-201, 37-7-1401, MCA, | MP, 37-7-201, 37-7-1401,
37-7-1402, MCA; NEW 2002 MAR p. 3605, Eff. 12/27/02.)

Sub- Chapter 12
Whol esal e Drug Distributors Licensing

24.174.1201 VWHOLESALE DRUG DI STRI BUTOR LI CENSI NG

(1) Every person engaged in manufacturing, wholesale
distribution, or selling of drugs, nedicines, chemcals, or
poi sons for nedicinal purposes other than to the consum ng
public or patient, in the state of Mntana, shall be |icensed
annual ly by the board. Each applicant shall:

(a) file an application on a form prescribed by the
boar d;

(b) pay the appropriate licensing fee;

(c) neet the requirenents of 37-7-604, MCA




(2) The wholesale drug distributor I|icense shall be
posted in a conspicuous place in the wholesaler's place of
busi ness for which it is issued.

(3) No license my be issued to any wholesale
di stri butor whose intended place of business is a personal
resi dence.

(4) A separate license is required for each separate
| ocati on where drugs are stored within the state of Montana.

(a) Qut-of-state wholesale drug distributors who do not
mai ntain or operate a physical facility within the state of
Montana are not required to license separate |ocations from
which drugs are shipped to Mntana, but may instead obtain
licensure for the primary location of the parent entity and
any divisions, subsidiaries, or affiliated conpanies.

(5) Wwolesale drug distributors shall operate in
conpliance with applicable federal, state, and |local |aws and
regul ati ons. Whol esale drug distributors who deal in
controlled substances shall register wth the board of
pharmacy and with the drug enforcenent admnistration, and
shall conply wth all applicable state, local and drug

enforcement adm nistration regul ati ons. (H story: 37-7-201,
37-7-610, MCA, | MP, 37-7-603, 37-7-604, 37-7-605, 37-7-606,

MCA; NEW 1992 MAR p. 2135, Eff. 8/14/92; AMD, 1999 MAR p.
2438, Eff. 10/22/99; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.1202 M NI MUM | NFORVATI ON REQUI RED FOR LI CENSURE

(1) The following information shall be supplied by each
applicant for whol esale drug distributor |icensure or renewal:

(a) the name, full Dbusiness address, and telephone
nunber of the |icensee;

(b) all trade or business nanes used by the |icensee;

(c) addresses, telephone nunbers, and the nane of
contact persons for all facilities used by the licensee for
the storage, handling, and distribution of drugs;

(d) whether the ownership or operation is a partnership,
corporation, or sole proprietorship, and;

(e) the name of the owner and operator of the licensee,
i ncl udi ng:

(1) if an individual, the nane of the individual;

(it) if a partnership, the nane of each partner, and the
name of the partnership;

(iii)if a corporation, the nane and title of each
corporate officer and director, the corporate nanmes, and the
nanme of the state of incorporation; and

(iv) if a sole proprietorship, the full name of the sole
proprietor, and the name of the business entity;

(f) witten docunmentation in conpliance wth the
information required under 37-7-604, MCA

(2) Any changes in information contained in itens (a)
t hrough (e) above shall be submtted to the board within 30
days of the change. (History: 37-7-201, 37-7-610, MCA;, | M,
37-7-604, 37-7-605, MCA; NEW 1992 MAR p. 2135, Eff. 8/14/92;
TRANS, from Commerce, 2002 MAR p. 904.)




24.174.1203 PERSONNEL (1) Each whol esale drug
di stributor shall require each person enployed in any
prescription drug wholesale activity to have sufficient
education, training and experience in any conbination,
sufficient for that person to:

(a) conplete assigned work in a manner which mai ntains
the quality, safety and security of the drug products in
accordance with Title 37, MCA

(b) assune responsibility for conpliance wth the
licensing requirenents of Title 37, MCA. (History: 37-7-201,
37-7-610, MCA; | WP, 37-7-604, MCA; NEW 1992 MAR p. 2135, Eff.
8/ 14/ 92; TRANS, from Conmerce, 2002 MAR p. 904.)

Rul es 24.174.1204 through 24.174.1210 reserved

24.174.1211 MN MM REQU REMENTS FOR STORAGE AND
HANDLI NG OF DRUGS (1) Al facilities at which prescription
drugs are stored, war ehoused, handl ed, hel d, of f er ed,
mar ket ed, or displayed shall

(a) be of suitable size and construction to facilitate
cl eani ng, mai ntenance, and proper operations;

(b) have storage areas designed to provide adequate
lighting, wventilation, tenperature, sanitation, humdity,
space, equi pnent, and security conditions;

(c) have a physically separate area for storage of all
prescription drugs that are outdated, damaged, deteriorated
m sbranded, or adulterated, or that are in imediate or
seal ed, secondary containers that have been opened;

(d) be maintained in a clean and orderly condition; and

(e) be free frominfestation by insects, rodents, birds,
or vermn of any Kkind.

(2) Al facilities used for wholesale drug distribution
shall be secure from unauthorized entry as provided for in
37-7-604, MCA, and as foll ows:

(a) access from outside the prem ses shall be kept to a
m ni mum and be wel | -controll ed;

(b) the outside perinmeter of the prem ses shall be well -
i ghted; and

(c) entry into areas where prescription drugs are held
shall be limted to authorized personnel.

(3) Al facilities shall be equipped with a security
systemto detect entry after hours.

(4) Al facilities shall be equipped with a security
systemthat will provide suitable protection against theft and
di version. \Wen appropriate, the security system shal
provi de protection against theft or diversion that is
facilitated or hidden by tanpering with conputers or
el ectroni c records.

(5) Al drugs shall be stored at tenperatures and under
conditions in accordance with the requirenents, if any, in the
| abel i ng of such drugs, or with requirenents in the current
edition of the United States Pharnacopei a/ National Fornulary,
publ i shed by the United States pharnmacopei a convention inc.,
which is available for inspection at the pharmacy |ibrary at




the University of Montana School of Pharmacy and Allied Health
Sci ences, M ssoul a, Montana 59812- 1075.

(a) If no storage requirenents are established for a
drug, the drug nmay be held at "controlled room tenperature,"”
as defined 1in the United States Pharmacopei a/ National
Formulary, to help ensure that its identity, strength, quality
and purity are not adversely affected.

(b) WManual, electronechanical, or electronic tenperature
and humdity recording equipnment, devices, or logs shall be
used to docunent proper storage of prescription drugs.

(c) The record keeping requirenments in these rules shal
be followed for all stored drugs. (Hi story: 37-7-201,
37-7-610, MCA;, I MP, 37-7-604, MCA; NEW 1992 MAR p. 2135, Eff.
8/ 14/ 92; TRANS, from Conmerce, 2002 MAR p. 904.)

24.174.1212 M NLMUM REQUI REMENTS FOR ESTABLI SHVENT AND
MAI NTENANCE OF DRUG DI STRI BUTI ON RECORDS (1) Whol esale drug

distributors shall establish and nmaintain inventories and
records of all transactions regarding the receipt and
di stribution of or other disposition of drugs. These records
shall include the follow ng information

(a) the source of the drugs, including the nane and
princi pal address of the seller or transferor, and the address
of the location fromwhich the drugs were shi pped;

(b) the identity and quantity of the drugs received and
di stributed or disposed of; and

(c) the dates of receipt and distribution or other
di sposition of the drugs.

(2) Inventories and records shall be nade available for
i nspection and photocopying by authorized federal, state, or
| ocal law enforcenent agency officials for a period of two
years follow ng disposition of the drugs.

(3) Records described in this part that are kept at the
inspection site or that can be imediately retrieved by
conputer or other electronic neans shall be readily avail able
for authorized inspection during the retention period.
Records kept at central |locations apart from the inspection
site and not electronically retrievable shall be nade
avai l able for inspection within two working days of a request
by an authorized official of a federal, state, or |ocal |aw
enf or cement agency.

(4) Wolesale dr ug di stributors shal | est abl i sh,
mai ntai n, and adhere to witten policies and procedures, which
shal | be followed for the receipt, security, storage,
inventory and distribution of drugs. They must include
policies and procedures for identifying, recording and
reporting |losses or thefts, and for correcting all errors and
i naccuracies in inventories.

(5) Wholesale drug distributors shall include the
following witten policies and procedures:

(a) a procedure where the oldest approved stock of a
drug product is distributed first. The procedure may permt



deviation fromthis requirenent, if the deviation is tenporary
and appropri at e;

(b) a procedure to be followed for handling recalls and
wi t hdrawal s of drugs. The procedure shall be adequate to deal
with recalls and w thdrawal s due to:

(i) an action initiated at the request of the food and
drug adm nistration, or other federal, state or |l|ocal |aw
enforcenment or other government agency, including the board of
phar macy;

(i1) any voluntary action by the manufacturer to renove
defective or potentially defective drugs fromthe market; or

(iii1) any action undertaken to pronote public health and
safety by replacing of existing nerchandise with an inproved
product or new package desi gn.

(c) a procedure to ensure that whol esal e drug
di stributors prepare for, protect against, and handl e any
crisis that affects security or operation of any facility in
the event of strike, fire, flood, or other natural disaster,
or other situations of local, state, or national energency.

(d) a procedure to ensure that any outdated prescription
drugs shall be segregated from other drugs and either returned
to the manufacturer or destroyed. This procedure shal
provide for witten docunentation of the disposition of the
dr ugs. Thi s docunentation shall be maintained for two years
after disposition of the outdated drugs. (H story: 37-7-201,
37-7-610, MCA, |1 MP, 37-7-604, 37-7-609, MCA;, NEW 1992 MAR p.
2135, Eff. 8/14/92; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.1213 NATI ONAL  CLEARI NGHOUSE FOR VWHOLESALE DRUG
DI STRIBUTOR LICENSING (1) Any wholesale drug distributor may

apply for a Jlicense in Mntana through a national
cl eari nghouse for licensing of wholesale drug distributors,
whi ch has been approved by the board, by neeting the m ninmm
requirenents for licensure in Title 37, MCA and conplying

with all requirenments of the approved national clearinghouse.
(Hi story: 37-7-201, 37-7-610, MCA, | MP, 37-7-604, 37-7-605,
37-7-606, 37-7-607, MCA;, NEW 1992 MAR p. 2135, Eff. 8/14/92;
TRANS, from Commerce, 2002 MAR p. 904.)

Sub- Chapter 13 reserved
Sub- Chapter 14
Danger ous Drug Act

24.174.1401 REQUI REMENTS FOR REQ STRATI ON (1) The
board shall register a person to manufacture dangerous drugs
(as defined in 50-32-101, MCA) included in Schedules I through
V upon the follow ng conditions:

(a) applicant is registered for such purposes pursuant
to the Federal Controlled Substances Act of 1970;

(b) the applicant has nmade proper application and has
pai d the applicable fee; and




(c) the category of manufacturer as above-stated shall
include only those applicants who are engaged in the
manuf acturi ng of dangerous drugs within the state of Mntana.

(2) The board shall register a person or entity to
di stribute dangerous drugs included in Schedules | through V
under the follow ng conditions:

(a) applicant is registered for such purpose pursuant to
t he Federal Controlled Substances Act of 1970;

(b) the applicant has made proper application and paid
t he applicable fee;

(c) the category of distributor as above-stated shall
include any person or entity who distributes dangerous drugs
or sanples thereof wthin the state of Montana and may i nclude
a manufacturer not otherwi se required to be registered if such
manufacturer also distributes dangerous drugs or sanples
thereof within the state of Mntana; and

(d) representatives of drug manufacturers who distribute
controlled substance sanples to licensed practitioners shal
be exenpt fromthe requirenment of registration

(3) The board shall register a person to analyze or
conduct research with narcotic dangerous drugs in Schedul es |
t hrough V upon maki ng proper application and paying the
applicable fee.

(4) The board shall register a person to analyze or
conduct research with dangerous drugs in Schedule I, if:

(a) the applicant is a practitioner licensed under the
| aws of this state;

(b) the applicant has furnished the board evidence of
registration for such purpose pursuant to the Federa
Control | ed Substances Act of 1970;

(c) the applicant has furnished the board a conplete
resune of all research proposed relative to any dangerous
drugs. Such resume nust be a duplicate of an application
submtted to the drug enforcenent adm nistration of the United
States departnent of justice; and

(d) the applicant has made proper application and paid
the applicable fee. (History: 50-32-103, MCA, | M,

50- 32- 306, 50-32-308, MCA;, NEW Eff. 8/4/74; AMD, Eff. 2/4/75;
AMD, Eff. 12/5/75; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS,
fromDept. of Prof. & Cccup. Lic., Ch. 274, L. 1981, Eff.
7/1/81; AMD, 1998 MAR p. 3103, Eff. 11/20/98; AMD, 2002 MAR p.
178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR p. 904.)

24.174.1402 APPLI| CATI ON FOR REG STRATI ON OR RENEWAL
(1) Al applications for registration shall be nmade on
forns provided by the board and shall be filed with the board.

(2) Forms for renewal wll be mailed to each registered
person or entity 60 days before the expiration date of the
registration at the last known address. The applicant is

required to notify the board of current changes of address
wi thin 10 days.

(3) The registrant shall promnently display the
certificate of registration to be visible to the public.
(History: 50-32-103, MCA; | MP, 50-32-301, MCA, NEW Eff.



8/4/74; ANVD, Eff. 2/4/75;, AVD, Eff. 12/5/75; AVD, 1980 MAR p
126, Eff. 1/18/80 TRANS, fron1Ebpt of Prof. & Cccup. Lic.

Ch. 274, L. 1981, Eff. 7 7/1/81 AMD, 1998 MAR p. 3103, Eff.
11/20/98 AMD, 1999 MAR p. 2438 TOEff. 10/ 22/ 99; AMD, 2002 MAR
p. 178, Eff. 2/1/02 TRANS, fron1Cbnnerce, 2002 MAR p. 904.)

24.174.1403 APPLI CATION FORMS (1) If any person S
required to be registered and is not so registered and is
e
I

[

[
applying for registration to manufacture or distribut
dangerous drugs in Schedules | through V, the person shal
apply on a formprescri bed by the board.

(2) If any person is required to be registered and is
not so registered and is applying for registration to dispense
dangerous drugs in Schedules Il through V, the person shal
apply on a form prescri bed by the board.

(3) If any person is required to be registered and is
not so registered and is applying for registration to analyze
or conduct research wth dangerous drugs in Schedules |
through V, the person shall apply on a form prescribed by the
boar d.

(4) Any licensee applying for renewal of registration to
manufacture or distribute dangerous drugs in Schedul es
through V, the licensee shall apply on a form prescribed by
t he board.

(5 Any Ilicensee applying for renewal to dispense
dangerous drugs in Schedules Il through V, the licensee shal
apply on a form prescribed by the board. (Hi story:

50-32-103, MCA;, 1MP, 50-32-306, 50-32-308, MCA;, NEW Eff.
8/4/ 74, AWD, Eff. 2/4/75 AND, Ef f. 12/ 5/ 75; AMD, 1980 MAR p.
126, Eff. 1/18/80; TRANS from Dept. of Prof. & QCccup. Lic.

Ch. 274, L. 1981, Eff. 7/1/81;, AMD, 2002 MAR p. 178, Eff.
2/ 1/ 02; TRANS, from Comrerce, 2002 MAR p. 904.)

24.174.1404 REQU RED RECORDS (1) As used in this sub-
chapter, the term"records" neans:

(a) those records and inventories maintained by persons
regi stered to manufacture, distribute, analyze or dispense
dangerous drugs or sanples thereof in conformance with record
keepi ng and inventory requirenents of federal statute and
regul ation, (21 CFR 304), and as they may be amended fromtine
to tine.

(2) Manufacturers and distributors shall be required to
keep such records as are required by federal statutes and
regul ations, (21 CFR 304), and as they may be anended from
time to tine.

(3) Separate records required:

(a) registrants' inventories and records of dangerous
drugs listed in Schedules | and Il shall be naintained
separately fromall records of the registrant; and

(b) registrants' inventories and records of dangerous
drugs listed in Schedules 11l through V shall be maintained

according to federal statutes and regulations as they may be
anmended from tinme to tine. (Hi story: 50-32-103, MCA; 1M
50-32-309, MCA; NEW Eff. 8/4/74; AMVD, Eff. 2/4/75;, AMD, Eff.



12/5/75; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept.
of Prof. & Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81;, AM
1998 MAR p. 3103, Eff. 11/20/98; TRANS, from Conmerce, 2002
MAR p. 904.)

Rul es 24.174.1405 through 24.174. 1410 reserved

24.174. 1411 SECURI TY REQUI REMENTS (1) Al applicants
and registrants shall establish and nmaintain effective witten
controls and procedures to guard against theft and diversion
of dangerous drugs into other than Ilegitimte nedical
scientific or industrial channels.

(2) The registrant shall not enploy as an agent or
enpl oyee any person who has access to dangerous drugs, who has
had a federal or state application for registration denied or
his registration revoked at any tinme, or has been convicted of
a felony offense under any state or federal law relating to
danger ous drugs or convicted of any other felony.

(3) The registrant shall notify the board of pharmacy
in witing by forwarding a copy of the applicable DEA form
reporting the theft or Iloss of any dangerous drugs upon

di scovery of such theft or |oss. The notification shall
contain a list of all dangerous drugs stolen or |ost.
(4) The registrant shal | notify law enforcenent

officials of any theft or |oss of any dangerous drug pronptly
upon discovery of such theft or |oss. (H story: 50- 32- 103,
MCA; | MP, 50-32-106, MCA;, NEW Eff. 8/4/74, AMD, Eff. 2/4/75;
AVD, Eff. 12/5/75; AI\/D 1980 MAR p. 126, Eff 1/ 18/ 80; TRANS,
from Dept. of Prof. & Cccup. Lic. Ch. 274, L. 1981 Eff.
7/ 1/81; AMD, 2002 MAR p. 178, Eff . 211/ 02; TRANS, from
Cbnnerce, 2002 MAR p. 904; AMD, 2002 MAR p. 3605, Eff.
12/ 27/ 02.)

24.174.1412 ADDI TIONS, DELETIONS AND RESCHEDULI NG OF
DANGERQUS DRUGS (1) The board of pharmacy hereby adopts the
schedul e of dangerous drugs as defined in 21 CFR 1308, et
seq. April 1, 1999. Copies are available from the Board of
Pharmacy, 301 South Park Avenue, P.O Box 200513, Helena,
Mont ana 59620- 0513. (Hi story: 50- 32- 103, 50-32- 203 MCA;
I MP, 50-32-103, 50-32-202, 50-32-203, 50-32-209, 50- 32- 222,
50- 32- 223, 50- 32-224, 50- 32- 225, 50- 32- 226, 50- 32- 228,
50-32-229, 50-32-231, 50-32-232, MCA;, NEW Eff. 9/16/71;
EMVERG AND, Eff. 5/5/74 ANMD, Eff 9/4/75; AMD, Eff. 2/5/76
AVD, Eff. 3/7/76; AND, Eff. 4/5/76; AMD, Eff. 9/5/76; AM
1978 MAR p. 393, Eff. 3/25/78; AMD, 1978 MAR p. 1740, Eff.
12/ 29/ 78; AND, 1979 MAR p. 199, Eff. 3/1/79; AMD, 1980 MAR p.
1720, Eff. 6/27/80 AMD, 1981 VAR p. 625, Eff. ~ 6/26/81; TRANS,
from Dept. of Prof. & Occup. Lic. Ch, 274, L. 1981 ~ Eff.
7/ 1/81; AMD, 1984 MAR p. 589, Eff. 4/13/84 AND 1984 MAR p.
1567, Eff 10/26/84 AMD, 1985 MAR p. 1017, Eff. 7/16/85; AMD,
1986 MAR p. 1957, Eff 11/ 29/ 86; AND, 1988 MAR p. 271, Eff.
2/ 12/ 88; ANMD, 1989 MAR p. 1193, Eff. 8/18/89 AMD, 1995 MAR p.
2689, Eff 12/8/95 AMD, 1999 MAR p. 344, Eff . 11/20/98; AN,




2002 MAR p. 178, Eff. 2/1/02; TRANS, from Commerce, 2002 MAR
p. 904.)

Sub- Chapters 15 through 20 reserved
Sub- Chapter 21
Renewal s and Conti nui ng Educati on

24.174.2101 CERTI FI ED PHARMACI ES - ANNUAL RENEWAL

(1) Al'l pharmacies nust renew their |license annually
with the board, in accordance with ARM 8. 2. 208. No phar macy
is allowed to operate without a currently renewed |icense.
(H story: Sec. 37-7-201, MCA; IMP, Sec. 37-7-321, MCA, NEW
Eff. 3/21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80; AMD, 1980
MAR p. 970, Eff. 3/14/80; TRANS, from Dept. of Prof. & Cccup.
Lic., Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1999 MAR p. 2438,
Eff. 10/22/99; TRANS, from Comrerce, 2002 MAR p. 904.)

24.174. 2102 PHARVACY TECHNI CIAN - RENEWAL (1) Pharmacy
technicians will be required to renew each year on the date
set forth in ARM 8. 2. 208.

(2) To assure the continuing conpetence of a pharnmacy
techni ci an, proof of continued certification will be required
at the time of renewal. (H story: 37-7-201, MCA, [MP,
37-7-201, MCA;, NEW 2002 MAR p. 86, Eff. 1/18/02.)

24.174.2103 REG STERED PHARMACI ST - RENEWAL NOTI CE AND
APPLI CATION (1) The board will mail an appropriate annua
renewal notice to all |icensed Mntana pharmacists 60 days
prior to the renewal date set forth in ARM 8. 2.208. Fai l ure
to receive such notice shall not relieve the |licensee of the
licensee's obligation to file the renewal and pay the renewal
fees in such a manner that they are received by the board on
or before the renewal date or a late fee will be assessed.

(a) The notice will state the annual pharmacist's
Iicense renewal fee.

(b) The notice will state the continuing education
requi renents and any other information considered pertinent
for the |licensee's understanding of the renewal requirenents.

(c) Notice will be considered as properly mailed when
addressed to the current address on file with the board.

(2) The annual renewal notice shall be returned to the
board with the appropriate fee and a representati on of having
satisfactorily conpleted continuing education requirenents
signed by the |icensee. I nconpl ete renewal applications wll
not be processed and will be returned to the applicant.

(3) The annual renewal notice shall be returned to the
board with the appropriate fee and a representati on of having
satisfactorily conpleted continuing education requirenents
signed by the |icensee. I nconpl ete renewal applications wll
not be processed and will be returned to the applicant.

(a) The board shall randomy select submtted renewal
notice forms for audit and verification of the approved




continuing education progranms |isted. It will be the
responsi bility of each pharmacist to maintain his or her own
records of attendance or conpletion and make them avail able
upon request. (Hi story: 37-1-319, MCA, 1MP, 37-1-306, MCA

NEW 1978 MAR p. 1740, Eff. 12/29/78; TRANS, from Dept. of

Prof. & QOccup. Lic., Ch. 274, L. 1981, Eff. 7/1/81;, AMD, 1998
MAR p. 3103, Eff. 11/20/98; AMD, 1999 MAR p. 2438, FEff.

10/ 22/99; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174.2104 REQ STERED PHARMACI ST CONTI NUI NG EDUCATI ON -
REQUI REMVENTS (1) The nationally accepted neasurenent of
continuing education, the continuing education unit (CEU),
will be the neasurenent enployed by the board. Ten hours of
approved continuing education credit equal one CEU.

(2) The board will require 1.5 CEU for each fiscal year.

(a) This requirement will not pertain to a pharmnaci st
applying for his or her first license renewal.

(b) Only an additional 1.5 CEU may be accumul ated and
applied to the follow ng year.

(c) A mnimmof 0.5 CEU is to be obtained in approved
group program

(3) In order to receive Mntana |icense renewal, any
Mont ana-1icensed pharmacist residing in another state shall
neet Mont ana' s requi renents  for continuing education.
(Hi story: 37-1-319, MCA, | MP, 37-1-306, MCA; NEW 1978 MAR p.
1740, Eff. 12/29/78; TRANS, from Dept. of Prof. & Cccup. Lic.,
Ch. 274, L. 1981, Eff. 7/1/81; AMD, 1998 MAR p. 3103, Eff.
11/20/98; AMD, 2002 MAR p. 178, Eff. 2/1/02; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174.2105 REQ STERED PHARMACI ST CONTI NUI NG EDUCATI ON -
SUBJECTS (1) Continuing pharmaceutical education wll
include, but will not be limted to, appropriate professional
post graduate education in any of the follow ng subjects:

(a) properties and actions of drugs and dosage forns;

(b) etiology, pathophysiology, clinical course, therapy
and prognosis of diseases;

(c) pharmacy practice; and

(d) legal, psychological and socio-econom c aspects of
health care delivery. (Hi story: 37-1-319, MCA, | M,
37-1-306, MCA; NEW 1978 MAR p. 1740, Eff. 12/29/78; TRANS,
from Dept. of Prof. & Cccup. Lic., Ch. 274, L. 1981, Eff.
7/1/81; AMD, 1998 MAR p. 3103, Eff. 11/20/98; TRANS, from
Conmmer ce, 2002 MAR p. 904.)

24.174. 2106 REG STERED PHARMACI ST CONTI NUI NG EDUCATI ON -

APPROVED PROGRANS (1) Continuing education prograns
sponsored by providers that are approved by the follow ng
organi zations wl| automatically qualify for continuing
education credit:

(a) the Anmerican council on pharmaceutical education

(ACPE) ;



(b) prograns that have been approved for continuing
medi cal education (CME) by a state board of nedical exam ners
or its equivalent; or

(c) the Anmerican board of nedical specialties.

(2) Pharnmacists may receive CEU for prograns other than
those on the ACPE list of providers by applying for prior
approval by the board or its designee. The fornms and
guidelines for applying for approval are available from the
board offi ce.

(3) Pharmacists participating in prograns that have not
received prior approval risk disallowance of credit.
(H story: 37-1-319, MCA, | MP, 37-1-306, MCA; NEW 1978 MAR p.
1740, Eff. 12/29/78; TRANS, from Dept. of Prof. & Cccup. Lic.,
Ch. 274, L. 1981, Ef. 7/1/81; AMD, 1986 MAR p. 945, Eff.
5/ 30/ 86; AMD, 1998 MAR p. 3103, Eff. 11/20/98; AMD, 2002 MAR

. 178, Eff. 2/1/02; TRANS, from Conmerce, 2002 MAR p. 904;
AMD, 2003 MAR p. 109, Eff. 12/27/02.)

24.174.2107 REG STERED PHARNMACI ST CONTI NUI NG EDUCATI ON
- NON- COVPLI ANCE (1) Failure to neet the annual |I|icense
renewal requirenents set forth in ARM 8.2.208 will be cause
for the license to |lapse. Reinstatenent may be considered as
provided in 37-7-303, MCA as anended. For reinstatenent
after June 30 and before July 1 of the next vyear, the
applicant shall have conpleted the continuing education
requi renents and certify that fact to the board as stated in
ARM 24.174. 2103. (Hi story: 37-1-319, MCA; 1 MP, 37-1-306
MCA;, NEW 1978 MAR p. 1740, Eff. 12/29/78; TRANS, from Dept.
of Prof. & Cccup. Lic., Ch. 274, L. 1981, Ef. 7/1/81;, AM
1998 MAR p. 3103, Eff. 11/20/98; AMD, 1999 MAR p. 2438, Eff.
10/ 22/ 99; TRANS, from Conmerce, 2002 MAR p. 904.)

Sub- Chapter 22 reserved
Sub- Chapter 23
Unpr of essi onal Conduct

24.174. 2301 UNPROFESSI ONAL — CONDUCT (1) The board
defines "unprofessional conduct” as follows:

(a) engaging in any activity which violates state and
federal statutes and rul es governing the practice of pharnmacy;
(b) dispensing an outdated or questionabl e product;

(c) dispensing a cheaper product and charging for a nore
expensi ve product;

(d) <charging for nore dosage units than are actually
di spensed,;

(e) altering prescriptions or other records which the
| aw requi res pharnmaci es and pharmaci sts to maintain;

(f) dispensing nedication w thout proper authorization;

(g) defrauding any per sons or gover nient agency
recei ving pharnmacy servi ces;




(h) placing a signature on any affidavit pertaining to
any phase of the practice of pharmacy which the pharnaci st
knows to contain false information;

(i) any act perfornmed in the practice of pharmacy which
is hostile to the public health and which is know ngly
commtted by the holder of a license;

(j) buying, sel l'ing, pur chasi ng or tradi ng any
prescription drug sanples or offering to sell, purchase or
trade drug sanples. A "drug sanple,” as used herein, is
defined to nmean a unit of a prescription drug which is not
intended to be sold and is intended to pronote the sale of a
drug;

(k) conviction, including conviction follow ng a plea of
nol o contendere, of an offense involving noral turpitude,
whet her m sdeneanor or felony, and whether or not an appeal is
pendi ng;

(I') fraud, msrepresentation, deception or conceal nent
of a material fact in applying for or securing a |license, or
license renewal, or in taking an exam nation required for
licensure; as wused herein, "material" neans any false or
m sl eadi ng statenent or information;

(m use of a false, fraudulent or deceptive statenent in
any docunent connected with the practice of pharnmacy;

(n) having been subject to disciplinary action of
anot her state or jurisdiction against a |icense or other
aut horization to practice pharmacy, based upon acts or conduct
by the licensee simlar to acts or conduct that would
constitute grounds for disciplinary actions under Title 37,
chapter 7, MCA or these rules; a certified copy of the record
of the action taken by the other state or jurisdiction is
evi dence of unprofessional conduct.

(o) wllful disobedience of a rule adopted by the board,
or an order of the board regarding evaluation or enforcenent
of discipline of a |licensee;

(p) habitual I ntenperance or excessive wuse of an
addi ctive drug, alcohol or any other substance to the extent
that the use inpairs the user physically or nmentally;

(gq) failing to furnish to the board or its investigators
or representatives information |legally requested by the board.

(r) failing to cooperate with a lawful investigation
conducted by the board;

(s) conviction or violation of a federal or state |aw
regul ati ng the possession, distribution or use of a controlled
subst ance, as defined by the federal food and drug
adm ni stration or successors, whether or not an appeal is
pendi ng;

(t) failure to transfer pertinent and necessary patient
records to another licensed pharmacy, the patient or the
patient's representative when requested to do so by the
patient or the patient's legally designated representative;

(u) failure to conply with an agreenent the |icensee has
entered into with the inpaired pharmaci st program (History:
37-1-319, 37-7-201, MCA, I MP, 37-1-316, MCA; NEW 1981 MAR p
625, Eff. 6/26/81; AMD, 1989 MAR p. 1193, Eff. 8/18/89; AM,



1998 MAR p. 3103, Eff. 11/20/98; AMD, 2001 MAR p. 783, Eff.
5/ 11/01; TRANS, from Conmerce, 2002 MAR p. 904.)

Sub- Chapter 24
Di sci plinary/ Conpl ai nt Procedures

24.174.2401 SCREENING PANEL (1) The board screening
panel shall consist of three board nenbers, including the two
phar maci st nenbers who have served |ongest on the board, and
one public nenber who has served |ongest on the board. The
board president nay reappoint screening panel nenbers as
necessary at the president's discretion. (Hstory: 37-7-201,
MCA; | WP, 37-1-307, MCA; NEW 1998 MAR p. 3103, Eff. 11/20/98;
TRANS, from Commerce, 2002 MAR p. 904.)

24.174. 2402 COVPLAI NT  PROCEDURE (1) A person,
government or private entity may submit a witten conplaint to
the board charging a licensee or license applicant with a

violation of board statutes or rules, and specifying grounds
for the conplaint.

(2) Conplaints nust be in witing, and shall be filed on
t he proper conplaint formprescribed by the board.

(3) Upon receipt of the witten conplaint form the
board office shall log in the conplaint and assign it a
conpl aint nunber. The conplaint shall then be sent to the
I icensee or license applicant conplained about for a witten
response. Upon receipt of the Iicensee's or |icense
applicant's witten response, both conplaint and response
shall be considered by the screening panel of the board for
appropriate action including dismssal, investigation or a
finding of reasonable cause of violation of a statute or rule.
The board office shall notify both conpl ai nant and |icensee or
Iicense applicant of the determ nation nmade by the screening
panel .

(4) |If a reasonable cause violation determnation is

made by the screening panel, the Mntana Admnistrative
Procedure Act shall be followed for all di sci plinary
pr oceedi ngs. (H story: 37-7-201, MCA; 1MP, 37-1-308,

37-1-309, MCA; NEW 1998 MAR p. 3103, Eff. 11/20/98; TRANS,
from Cormerce, 2002 MAR p. 904.)

24.174. 2403 LEGAL SUSPENSI ON OR REVOCATION (1) Al
i censed pharmaci sts and operators of pharmacies in the state
of Montana nust adhere to all the |laws of the state of Mntana
and the rules of the board pertaining to pharnmacists and
operators of pharmaci es and any violation thereof may
constitute a cause for the revocation of such |icenses.

(2) If an intern pharmacist is found or allowed to work
in a pharmacy wi thout the supervision of a registered
pharmaci st, nmeaning that the internis allowed to work a shift
by hinmself/herself, it may be cause for the board to cancel
his or her internship in said pharmacy and may be cause for
suspensi on or revocation of his or her intern pharnmaci st




license. The board may in its discretion ask for surrender,
suspensi on or revocation of the pharmacy |icense of the
pharmacy in which the intern has violated this section of the
phar macy | aw.

(3) The board may, upon notice and after a hearing,
tenporarily suspend or permanently revoke or refuse to renew
any license of any registered pharnacist, or intern
pharmaci st, found to have been enployed in any establishnent
whi ch:

(a) does not have a license required by the pharnmacy
| aws of the state of Montana, 37-7-321, MCA. (H story: 37-7-
201, MCA; I WP, 37-7-201, 37-7-311, 37-7-321, MCA, NEW Eff.

3/ 21/55; AMD, 1980 MAR p. 126, Eff. 1/18/80; TRANS, from Dept.
of Prof. & Occup. Lic., Ch. 274, L. 1981, Eff. 7/1/81; AWM,
1998 MAR p. 3103, Eff. 11/20/98; TRANS, from Comrerce, 2002
MAR p. 904.)
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